Appointment

From: Janet Collins [jcollins@croplifeamerica.org]
Sent: 8/15/2018 5:44:42 PM
To: lanet Collins [jcollins@croplifeamerica.orgl; Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]; Jay Vroom
[IVroom@croplifeamerica.org]; Mary Jo Tomalewski [mjtomalewski@croplifeamerica.org]

Subject: Updates

Location: Nancy to phone JEC
Start: 8/16/2018 12:00:00 PM
End: 8/16/2018 12:30:00 PM

Show Time As: Tentative

Recurrence: (none)

Nancy- please call my office number (202-833-4474)
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Message

From: luberg, Daland (DR) [DRIuberg@dow.com]
Sent: 3/8/2018 3:47:18 PM
To: Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]
Subject: TSCA

Hi Nancy ~ Years ago I chaired an SOT TSCA Task Force, which was regrettably sunset following passage of
the law. There were several of us on the TF who thought SOT should continue as we had built some solid
relationships and respect on the Hill related to the non-advocacy science we brought to the table.

My question — do you envision any opportunities/roles where science knowledgeable on toxicology, the law,
and TSCA could play a role as there are oversight hearings, implementation continues to move forward,

etc.? SOT s attitude over the past few years 1s that this 1s now in EPA’s hands and they should allow EPA
alone to do the implementation.

I'm not advocating one way or the other, but know there are some knowledgeable outside interested scientists
and groups that would be willing partners/assistants to EPA if the need is there.

Welcome your thoughts and even better, if you’ll be at SOT, could we meet for 30 minutes?
Regards,

Daland

Sierra Club v. EPA 18cv3472 NDCA Tier 3/4 ED_002061_00036858-00001



Message

From: Beck, Nancy [beck.nancy@epa.gov]
Sent: 8/2/2017 9:09:20 PM
To: johnhott@eastman.com; Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]
Subject: Qutgoing call to John L Hott

Outgoing call to John L Hott

johnhott@eastman.com
jochnhott@eastman.com

johnhott@eastman.com
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Message

From: Boucher, Michael [MBoucher@crowell.com]

Sent: 7/30/2018 10:14:37 PM

To: Alwood, Jim [fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c66435c54af8449badf2e33a420630a8-JAlwood]

CC: Schweer, Greg [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=4fe412a2024b4f548eeb02e7e931f484-GSchweer]; Scheifele, Hans
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dd4c2e03967741c2a8d643869c¢0681db-HScheife]; Beck, Nancy
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]; Morris, leff
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=55c34872e6ead40cab78be910aec63321-Morris, leff]

Subject: RE: Meeting request

Dear Jim:

Your message below is welcome news that I will share with our clients immediately.
Thank you very much.

Can you tell me whether the batch SNUR will be a direct final rule? If so, and if EPA
publishes the batch SNUR on Wednesday, as planned, then I agree that there is no
longer any need for our clients to meet with EPA, as much as I enjoy meeting with you
and your colleagues.

Sincerely,

Michael Boucher

Michael Boucher
mboucher@crowell.com
Direct: 1.202.624.2787 | Ex. 6

crowellrg

NOring

Crowell & Moring LLP | www.crowell.com
1001 Pennsylvania Avenue NW
Washington DC 20004-2595

From: Alwood, Jim [mailto:Alwood.Jim@epa.gov]
Sent: Monday, July 30, 2018 5:53 PM

To: Boucher, Michael; Beck, Nancy; Morris, Jeff
Cc: Schweer, Greg; Scheifele, Hans

Subject: RE: Meeting request

Michael — After all our previous discussions let me be the one to send you good news. The batch SNUR which includes
P14-630 is expected to publish on Wednesday August 1. [ don’t think we need a meeting to discuss EPA issuing a
SNUR for P14-630. However, please let me know if you want to discuss any follow-up questions regarding what happens
after the direct final rule is published and what happens if EPA receives any comments for the SNUR for P14-630.

Jim

Sierra Club v. EPA 18cv3472 NDCA Tier 3/4 ED_002061_00037167-00001



Jim Alwood

Chemical Control Division
EPA East

1200 Pennsvivama Ave., NW
Room 4133}, Mail Code 7405M
Washington, DC 20460

202 564-8974

Fax 207 564 9490

From: Boucher, Michael [mailto:MBoucher@crowell.com]

Sent: Tuesday, July 24, 2018 9:23 AM

To: Beck, Nancy <Beck.Nancy@epa.gov>; Morris, Jeff <Morris.Jeff@epa.gov>

Cc: Alwood, Jim <Alwood.Jim@epa.gov>; Schweer, Greg <Schweer.Greg@epa.gov>
Subject: Meeting request

Dear Dr. Beck and Mr. Morris:

Our clients are the submitters of TSCA PMN No. P-14-0630 for a new pigment, bismuth
bromide iodide oxide (BiOx). EPA issued a TSCA section 5(e) order for BiOx that took
effect over a year ago, on May 10, 2017.

Customers want to buy and process BiOx into coatings and plastics. The consent order,
however, prohibits customers’ distribution of BiOx in their own products, i.e., in an
unreacted or uncured form. This restriction expires 75 days after EPA issues a TSCA
SNUR for BiOx, but the Agency is holding back a batch of SNURs that includes the SNUR
for BiOx for unclear reasons.

Jim Alwood and Greg Schweer have tried to explain to me generally why EPA is not
issuing the relevant batch of SNURs, but I do not understand the reasons. Meanwhile,
our clients cannot sell BiOx to customers, and our clients acquired BiOx specifically to
replace older pigments that contain lead and present greater hazards to human health
and the environment.

I asked Mr. Alwood how best to elevate our clients’ urgent problem within EPA, and he
suggested that I contact either or both of you, which I am doing. Accordingly, I
respectfully request a meeting between our clients and you at EPA Headquarters to
discuss the harm being done to our clients by the lack of a SNUR for BiOx, why EPA is
holding back the batch of SNURs that includes the needed SNUR for BiOx, what our
clients can do to support EPA’s promptly issuing the SNUR for BiOx, and when our clients
can reasonably plan on EPA’s doing so.

I appreciate your attention to this meeting request, invite any questions that you may
have about it, and look forward to receiving a reply at your convenience. Thank you.

Sincerely,

Michael Boucher
Of counsel to the submitter of PMN No. P-14-0630

Sierra Club v. EPA 18cv3472 NDCA Tier 3/4 ED_002061_00037167-00002



Michael Boucher
mboucher@crowell.com
Direct: 1.202.624.2787 | | Ex. 6 i

crowell

noring

Crowell & Moring LLP | www.crowell.com
1001 Pennsylvania Avenue NW
Washington DC 20004-2595
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Message

From: Smith, Robert L. [RLSmithll@Venable.com]
Sent: 8/14/2018 9:54:35 PM
To: Baptist, Erik [/o=ExchangelLabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=10fc1b085eel4c6cb61db378356aleb9-Baptist, Er]; Beck, Nancy
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]

Subject: Crumb Rubber

Nancy and Erik:

On behalf of the Synthetic Turf Council, the Safe Fields Alliance and the Institute for Scrap Recycling Industries, |
respectfully ask for a call with you this week to discuss the pending report to be issued by EPA regarding crumb rubber
athletic turf. | understand this a busy travel time for all of us in DC, but hope you can accommodate us?

Thank you for your consideration and please let me know when might work. --rob

Rob Smith | Yenabie LLP ; .
£202.344.4077 | £ 202.344.8300 |; Ex. 6
600 Massachusetts Ave, NW, Washington , DC 20001

rlsmith@venable.com | www.Venable.com
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This electronic mail transmission may contain confidential or privileged information. If
you believe you have received this message in error, please notify the sender by reply

transmission and delete the message without copying or disclosing it.
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Appointment

From: Janet Collins [jcollins@croplifeamerica.org]
Sent: 8/15/2018 9:37:23 PM
To: Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]; Jay Vroom
[IVroom@croplifeamerica.org]; Mary Jo Tomalewski [mjtomalewski@croplifeamerica.org]

Subject: Updates

Location: Nancy to phone JEC
Start: 8/16/2018 12:00:00 PM
End: 8/16/2018 12:30:00 PM

Show Time As: Tentative

Recurrence: (none)

Nancy- please call my office number (202-833-4474)

Sierra Club v. EPA 18cv3472 NDCA Tier 3/4 ED_002061_00037175-00001



Message

From: Francesca Purcell [fpurceli@croplifeamerica.org]

Sent: 2/13/2018 10:03:54 PM

To: Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]

Subject: Sorry that you cannot attend the CropLife America 2018 Winter Board Meeting & Legislative Rally

Dear Nancy,

Thank you for your response. We are sorry that you will not be attending the CropLife America 2018 Winter
Board Meeting & Legislative Rally. We hope that you will join us at one of our future events.

Sincerely,

Francesca Purcell

CropLife America
fpurcell@croplifeamerica.org

If you no longer want to receive emails from Francesca Purcell, please Opt-Out.

Sierra Club v. EPA 18cv3472 NDCA Tier 3/4 ED_002061_00037187-00001



Message

From: Francesca Purcell [fpurceli@croplifeamerica.org]

Sent: 2/13/2018 9:19:56 PM

To: Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]

Subject: Join CroplLife America for dinner!

Flag: Flag for follow up

Sierra Club v. EPA 18cv3472 NDCA Tier 3/4 ED_002061_00037240-00001



Dear Nancy,

You are invited to join us for dinner on Monday evening, Monday, March 5, 2018.
Please respond by clicking either Yes or No. We look forward to your response!

Sincerely,
CropLife America
fpurcell@croplifeamerica.org

If you no longer want to receive emails from CropLife America, please Opt-Out.

pusmared hy

wvent
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Message

From: Janet Collins [jcollins@croplifeamerica.org]
Sent: 8/15/2018 9:01:29 PM
To: Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]
Subject: Re: Call update
Thank you

Sent from my iPhone

On Aug 15, 2018, at 4:52 PM, Beck, Nancy <Beck Nancv(@epa.gov> wrote:

I’'m running behind at my meetings. Can we chat at 6pm instead.

Nancy B. Beck, Ph.D., DABT

Deputy Assistant Administrator

Office of Chemical Safety and Pollution Prevention
P: 202-564-1273

j Ex. 6 _

beck.nancy@epa.gov

On Aug 15, 2018, at 4:35 PM, Janet Collins <jcollins@croplifeamerica.org™> wrote:

Nancy- Jay Vroom has requested to be part of the discussion at 5::00.
Issues- Prop 65 labeling, and EPA leads or contacts for a couple of issues.
Thank you

Sent from my iPhone

Sierra Club v. EPA 18cv3472 NDCA Tier 3/4 ED_002061_00037266-00001



Message

From: Janet Collins [jcollins@croplifeamerica.org]

Sent: 2/28/2018 5:44:43 AM

To: Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]

CC: Courtney DeMarco [cdemarco@croplifeamerica.org]

Subject: Re: Follow up discussion

Thank you Nancy

On Feb 27, 2018, at 11:31 PM, Beck, Nancy <Beck. Mancy@apa.gov> wrote:

Janet,

I have not yet had the briefing with staff yet on this issue, although | know its on the calendar
somewhere.

Let me find out when it will happen and | can get back to you.

Nancy

Nancy B. Beck, Ph.D., DABT
Deputy Assistant Administrator, OCSPP
P: 202-564-1273
Ex. 6
back nancy@iepa.gov

From: Janet Collins [imailio:isollins @ cropiifeamerica.orgl
Sent: Tuesday, February 27, 2018 2:12 PM

To: Beck, Nancy <Beck Nancy@epa.gov>

Cc: Courtney DeMarco <cdemarco@oroplifeamerica, ore>
Subject: Follow up discussion

Importance: High

Nancy- would you have about an hour to catch up on the documents we have sent in the next 10 days to
two weeks?

Happy to make my schedule work with what might work for you.
Thank you.

Janet

Ex. 6

Sierra Club v. EPA 18cv3472 NDCA Tier 3/4 ED_002061_00037319-00001



Message

From: Stupak, Bart [BStupak@Venable.com]

Sent: 3/16/2018 7:28:59 PM

To: Jelnicky, Michelle [Michelle.Jelnicky@mail.house.gov]

CC: IMorrill@cpamail.org; Beck, Nancy [fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]

Subject: RE: Bergman Letter re: TSCA regulations

Thank You.

Sent with BlackBerry Work
(www .blackberry.com)

From: Jelnicky, Michelle <Michslle Jelnickyvimmail houss.gov>

Date: Friday, Mar 16, 2018, 3:23 PM

To: Stupak, Bart <BStapakia Vonable com>

Cc: IMorrill@cpamail.org <}Memilligicpamal.org>, beck nancy@epa.gov <beck nancyi@spa.gov™>
Subject: FW: Bergman Letter re: TSCA regulations

Please see the attached letter that was sent to the EPA this afternoon.

Michelle Jelnicky

Deputy Chief of Staff/ Legislative Director
Representative Jack Bergman (MI-01)
414 Cannon House Office Building
Washington, D.C. 20515
Ex. 6 i

From: Jelnicky, Michelle

Sent: Friday, March 16, 2018 2:43 PM

To: 'ringel.aaron@epa.gov' <ringel.aaron@epa.gov>
Subject: Bergman Letter re: TSCA regulations

Aaron—

Attached is a letter from Congressman Bergman and members of the Michigan Delegation regarding implementation of
TSCA regulations and new mill guidance.

Michelle Jelnicky

Deputy Chief of Staff/ Legislative Director
Representative Jack Bergman (MI-01)
414 Cannon House Office Building
Washington, D.C. 20515

Ex. 6

This electronic mail transmission may contain confidential or privileged information. If
you believe you have received this message in error, please notify the sender by reply
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transmission and delete the message without copying or disclosing it.
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Message

From: Janet Collins [jcollins@croplifeamerica.org]
Sent: 8/15/2018 6:19:22 PM
To: Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]
Subject: Re: Tentative: Updates

Then I will wait for your call or your signal that it won’ t work.
I also can be available after 6:00 if that works for you
Sent from my iPhone

> On Aug 15, 2018, at 1:53 PM, Beck, Nancy <Beck.Nancy@epa.gov> wrote:

>

> I will be coming back from another meeting and I’ m not sure it will end on time but will call if I
can.

>

> <meeting.ics>

Sierra Club v. EPA 18cv3472 NDCA Tier 3/4 ED_002061_00037434-00001



Message

From: Jelnicky, Michelle [Michelle.Jelnicky@mail.house.gov]

Sent: 3/16/2018 7:23:43 PM

To: Stupak, Bart [BStupak@Venable.com]

CC: IMorrill@cpamail.org; Beck, Nancy [fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]

Subject: FW: Bergman Letter re: TSCA regulations

Attachments: 3.16.18 Bergman TSCA Regulation.pdf

Flag: Flag for follow up
Please see the attached letter that was sent to the EPA this afternoon.

Michelle Jelnicky

Deputy Chief of Staff/ Legislative Director
Representative Jack Bergman (MI-01)
414 Cannon House Office Building
Washington, D.C. 20515

Ex. 6

From: Jelnicky, Michelle

Sent: Friday, March 16, 2018 2:43 PM

To: 'ringel.aaron@epa.gov' <ringel.aaron@epa.gov>
Subject: Bergman Letter re: TSCA regulations

Aaron—

Attached is a letter from Congressman Bergman and members of the Michigan Delegation regarding implementation of
TSCA regulations and new mill guidance.

Michelle Jelnicky

Deputy Chief of Staff/ Legislative Director
Representative Jack Bergman (MI-01)
414 Cannon House Office Building
Washington, D.C. 20515

Ex. 6
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JACK BERGMARN WASHINGTON, DC OFFICE
414 Cannon Houst Orrice BUILDING

18T DisTRicT, MICHIGAN
WasHinaTon, DC 20616
{202) 226-4735
COMMITTEE ON VETERANS' AFFAIRS
4 TRAVERSE CITY OFFICE
commnrres onammnesonces omnress of the United States 1250 i b, S 28
Traverse CiTv, Wi 49696
COMMITTEE ON THE BUDGET Houge of Repregeniatibes (231) 9477633
MARQUETTE QFFICE
1 o 16500 W, W, S , SUITE 2
Washington, BE 205152201 Wastinaron Srecer, Sure
{506) 273-2227
Mazch 16, 2018

The Honorable Scott Pruitt
Administrator

U.S. Environmental Protection Agency
1200 Pennsylvania Ave., NW
Washington, DC 20460

RE: Mill Start-Up Provision Critically Needed for TSCA Title VI Regulation

Dear Administrator Pruitt,

The purpose of this letter is to request your assistance in addressing an issue regarding the
Formaldehyde Emission Standards for Composite Wood Products regulation (the “Regulation”).
The Regulation’s failure (o include provisions for start-up mills will have a significant impact on
a new, state-of-the-art particleboard mill slated to begin production later this year in Grayling,

ML

Notably, this Grayling mill would be the first major patticleboard mill built in the United States
in over 20 years and will be by far the largest in North America upon completion. Not only will
it will have a positive impact on northern Michigan’s economy but it is also the kind of
manufacturing growth we all want to see more of in this country.

In contrast to foreign producers of particleboard and medium density fiberboard (MDF), U.S.
producers must be third-party certified under the Regulation before these wood products can be
sold or shipped. Certification is a time- consuming process that involves obtaining data over the
course of potentially several months. Existing mills have been operating under such a third-party
cettification regime for nearly ten years in compliance with California’s formaldehyde emissions
regulations, which are the same emissions limits now in place under the Regulation. As such, we
understand from the industry that all existing mills are prepared and will most likely be in
compliance by the approaching December 12, 2018 deadline.

New mills that begin production under the Regulation are, unfortunately, in a much different
position. During the several months required to complete the testing and data collection to obtain
certification, start-up mills like the one in Grayling would be prevented under the Regulation
from selling any particleboard panels made prior to certification, even though these panels could
be proven to meet the required emissions limits. This puts start-up mills in a position where they
would have to absorb all costs of their initial production until they met the testing requirements
for certification, which for a mill of Grayling’s size would result in millions of dollars of lost

product.

PRINTED ON RECYCLED PAPER
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We understand the Composite Panel Association has put forward a reasonable proposal to
address this issue in an October 17, 2017 letter to the EPA’s Office of Chemical Safety and
Pollution Prevention, and that your staff has been amenable to finding a workable solution based
on the proposal. Any such proposed fix will need to be in place as soon as possible to give the
Grayling mill time to prepare and execute on its compliance plan. Given the tight timeframe, we
would strongly encourage EPA to publish guidance as soon as possible. This would help to
provide the Grayling mill, as well as two other mills planned to begin production late this year in
California and South Carolina, with the assurances they need to prepare for compliance and sell
certified particleboard or MDF at start-up. If required, a formal amendment could be
incorporated through rulemaking at a later date.

The Grayling mill is not seeking any waiver or deviation from the formaldehyde emissions
requirements and strongly supports the Regulation. The industry has put forward a reasonable
proposal to ensure compliance with emissions limits while also allowing for compliant
production Tuns to be sold during the critical start-up period. We encourage your Agency to act
as quickly as possible to draft formal start up mill guidance for the Formaldehyde Emission
Standards for Composite Wood Products regulation. Doing so will allow the Grayling mill to
move forward and compete in the global marketplace.

Sincerely,

Fred pton ) :
Member of Congress

.

’.’J,.- Lo
#in Moolenaar Brenda Lawrence ™
Aember of Congress Member of Congress

Mike Bishop
Member of Congress

ﬁ’n Walberg Debbie Dingell
Member of Congress ‘ Member of Congress

Sierra Club v. EPA 18cv3472 NDCA Tier 3/4 ED_002061_00037496-00002




Paul Mitchell DVE Trott
Member of Congress Member of Congress

Sander evm Dan Kildee
Member of Congress Member of Congress

Ce. Ryan Jackson, Chief of Staff, EPA Office of the Administrator
Nancy Beck, Deputy Assistant Administrator, OCSPP, EPA

Sierra Club v. EPA 18cv3472 NDCA Tier 3/4 ED_002061_00037496-00003




Message

From: Jay Vroom [IVroom@croplifeamerica.org]
Sent: 1/26/2018 8:23:12 PM
To: Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]
Subject: Thank You

Nancy,

Thanks again for taking time out of your evening to come and speak with the CroplLife Strategic Oversight Council last
night. Your remarks were informative and gave us much food for thought. We appreciate the ability to engage in
dialogue with you and many others at EPA. We know your first year at EPA has been intense as you’ve tackled many
ongoing and new issues.

| hope you can engage at our April Regulatory Conference, whether Administrator Pruitt is able to attend and speak
there or not. Again, the dates of that event are April 26-27, at Potomac Yards, should you want to put that on your
calendar.

Thanks again,
Jay

fav Vroom
President & CEO
Croplife America
1156 15th Street, NW
Sutte 400
Washington, DC 20005
i Ex. 6 ]
Bain Switchboard {202] 2951585
i Ex. 6
Fax (202} 466-5832
Email vroom@croplifeamerica.org
Executive Assistant Mary lo Tomalewski {mitomalewski@croplifeamerica.org, Ex. 6 g

Wab www croplifeamerica.org
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Message

From: Janet Collins [jcollins@croplifeamerica.org]

Sent: 2/27/2018 10:31:52 PM

To: Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]

Subject: Automatic reply: Follow up discussion

§ arn cnvvently oot of the offics on business frovel bt hove some oocess fo emelll Fwill respond or guickly os possidle. For urgent motters
please phone Covrtney DeMarce T 71 We will get back fo you a5 soon as possible.

Sierra Club v. EPA 18cv3472 NDCA Tier 3/4 ED_002061_00037635-00001



Message

From: Dravis, Samantha [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=ECE53F0610054E669D9DFFEOB3A842DF-DRAVIS, SAM]

Sent: 2/2/2018 6:03:48 PM

To: Kelly Johnson [KAlohnson@hollandhart.com]

CC: Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]

Subject: RE: question

Kelly,
I am copying in Nancy Beck with EPA’s QCSPP office. Let me know if you need anything else.

Best,
Samantha

From: Kelly Johnson [mailto:KAlohnson@hollandhart.com]
Sent: Thursday, February 01, 2018 11:02 AM

To: Dravis, Samantha <dravis.samantha@epa.gov>
Subject: question

Hope you're 2018 is off to a great start. One of my western colleagues has asked who was the EPA lead on the Pesticide
Working Group Administrator Pruitt announced yesterday? | wasn’t sure. Many thanks. Kelly

Kelly A. Johnson
Holland & Hart LLP

975 F St., NW

Suite 900

Washington, DC 20004

Ex. 6
E-mail: kajohnson@hollandhart.com

HOL i;’& N J V?i:ma H ,& R"%“

CONFIDENTIALITY NOTICE: This message is confidential and may be privileged. If you believe that this email has been sent to you in error, please reply
to the sender that you received the message in error; then please delete this e-mail. Thank you.
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Message

From: Deziel, Dennis (DR) [DRDeziel@dow.com]

Sent: 3/16/2018 4:08:03 PM

To: Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]

CC: Bolen, Derrick [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1ffc58b0468c4deca51a8bad735b7d95-Bolen, Derr]

Subject: RE: Invite to Visit Dow HQ, Midland MI

Derrick — trying to confirm possible dates. Thank youl Dennis

From: Deziel, Dennis (DR)

Sent: Tuesday, March 13, 2018 11:42 AM

To: 'Beck, Nancy' <Beck.Nancy@epa.gov>

Cc: 'Bolen, Derrick' <bolen.derrick@epa.gov>

Subject: RE: Invite to Visit Dow HQ, Midland M|

Nancy, Derrick:

The Dow team in Midland was asking the status of this, so | thought | would check. Any word from the Office of Ethics?

Again, would love to have vou and vour team visit our new HG facilities in July/Summer.

Thank vou, Dennis

Dennis Deziel

Dirsctor, Federal Government Affairs
The Dow €
00 North Cs
Washingion

al Company
Sireef, MW Suite 200
O

i Ex. 6  ioffice) | Ex. 6 H{mobile ~ NEW!)

oy

From: Deziel, Dennis (DR)

Sent: Tuesday, January 30, 2018 2:14 PM

To: 'Beck, Nancy' <Beck.Mancy@epa.pov>

Cc: Bolen, Derrick <boten.derrick@ena.sovw>
Subject: RE: Invite to Visit Dow HQ, Midland M|

Dow Agrosciences is in Indianapolis, Indiana, so this is industry chemicals focused ~ no pesticides.

From: Beck, Nancy [mailto:Back Nanoy@epa.gov]
Sent: Tuesday, January 30, 2018 2:10 PM

To: Deziel, Dennis (DR) <DRDeziel@dow, com>
Cc: Bolen, Derrick <holen.derrick®@epa.gov>
Subject: RE: Invite to Visit Dow HQ, Midland M1

Dennis,
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Many thanks for the offer. We will run some traps with our Office of Ethics and see what is possible.
Is the Midland location also the home for Dow Agrosciences, or will the visit focus solely on the chemicals (not
pesticides) programs.

Regards,
Nancy

Nancy B. Beck, Ph.D., DABT
Deputy Assistant Administrator, OCSPP
P: 202-564-1273

M:; Ex.6

From: Deziel, Dennis (DR) [mailto: DRDesiel @dow.com]
Sent: Tuesday, January 30, 2018 1:02 PM

To: Beck, Nancy <Beck. Nancyi@epa.gov>

Cc: Bolen, Derrick <hglen.derrick®@epa.gov>

Subject: Invite to Visit Dow HQ, Midland MI

Nancy,

On behalf of The Dow Chemical Company, we would like to invite you and your team to visit our new Dow Global
Headquarters building in Midland, Michigan, which we unveiled in 2017. The building is the heart of our company, the
engine that fuels our entire global enterprise, ensuring that Midland remains a standout hub of American innovation.
While here, we would introduce you to our executive leadership team, show you our cutting-edge R&D center, and have
you meet some of the Dow scientists who develop and support our products. We would also give you a tour of the Dow

Michigan Operations Site so that you can see U.S. manufacturing up close.

We propose that the visit take place in July, but we are flexible, understanding your busy schedule and other constraints
you may have.

Please let me know if you are interested and which dates would work and we will begin the scheduling process.

Thank you, Dennis

Ex. 6 i : — NEW!) | Drdeziel@dow.com

Introducing @dowpolicy - Let's talk together to solve together
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Message

From: Deziel, Dennis (DR) [DRDeziel@dow.com]
Sent: 2/16/2018 3:41:43 PM
To: Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]
Subject: FW: Non-Order SNUR

Flag: Follow up

fam getting pressure internally due to the EPA silence on this. Can you help?

From: Deziel, Dennis (DR)

Sent: Tuesday, February 13, 2018 10:31 AM
To: Mottley, Tanya <mottley.tanya@epa.gov>
Subject: RE: Non-Order SNUR

Resending ©

From: Deziel, Dennis (DR)

Sent: Thursday, February 08, 2018 7:55 AM
To: Mottley, Tanya <mottley.tanya@epa.gov>
Subject: Re: Non-Order SNUR

Tanya,

Our PMN case was submitted in November 2016 and EPA completed its review in July 2017, however the
PMN case remains open. With the uncertainty around the publication of the non-Order SNURs, is EPA willing
to consider issuing a S(e) Consent Order with testing pended and a “may present” determination? While we
prefer the non-Order SNUR route, at this point, we need to consider what may present the most expeditious
route to commercialization.

Thank you, Dennis

From: Mottley, Tanya <mottley.tanya@epa.gov>
Sent: Tuesday, February 6, 2018 3:41 PM
Subject: RE: Non-Order SNUR

To: Deziel, Dennis (DR) <drdeziel@dow.com>

Hi Dennis, and thanks for your message. 1 think publication this week or next week is unlikely. The document hasn’t left
EPA yet for publication by the Office of the Federal Register, and is still going through EPA management review. Given
that this is the first of these documents we’re trying to publish, the review period has become rather lengthy {(and as
such, less predictable). I'm not in the office until Thursday of this week (I'm on travel now), but when I’'m back at work,
I'll check on where it is in the review process.

At this point, I'm reluctant to tell you a target publication timeframe. Hopefully it would be before the end of this
month, but | can’t say for certain.

Tanya

Tanya Hodge Mottley

Sierra Club v. EPA 18cv3472 NDCA Tier 3/4 ED_002061_00037874-00001



Acting Deputy Director of Programs
Office of Pollution Prevention and Toxics, OCSPP
(202) 564-3152

From: Deziel, Dennis (DR) [mailto:DRDeziel@dow.com]
Sent: Tuesday, February 06, 2018 3:35 PM

To: Mottley, Tanya <Mottley.Tanya@epa.gov>
Subject: Non-Order SNUR

Hi Tanya,
Still looking like this week for publishing? Thanks!

Get Qutlook for 108
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Message

From: Janet Collins [jcollins@croplifeamerica.org]

Sent: 2/9/2018 3:54:35 PM

To: Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]

Subject: Automatic reply: updates

Sierra Club v. EPA 18cv3472 NDCA Tier 3/4 ED_002061_00038226-00001



Message

From: Mary Jo Tomalewski [mjtomalewski@croplifeamerica.org]
Sent: 3/2/2018 11:36:23 PM
To: Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]
Subject: RE: Invitation to Meet

Thank you, Nancy.

Mary Jo Tomalewski
Executive Assistant to the President & CEO
CropLife America

Ex. 6

Email mjtomalewski@croplifeamerica.org

————— original Message-----

From: Beck, Nancy [mailto:Beck.Nancy@epa.gov]

Sent: Friday, March 2, 2018 12:24 PM

To: Mary Jo Tomalewski <mjtomalewski@croplifeamerica.org>; Dravis, Samantha <dravis.samantha@epa.gov>;
Bennett, Tate <Bennett.Tate@epa.gov>; Greenwalt, Sarah <greenwalt.sarah@epa.gov>

Cc: willis, sharnett <willis.Sharnett@epa.gov>

Subject: RE: Invitation to Meet

I will be attending the Biopesticides meeting on Tuesday and will be unable to attend.

Regards,
Nancy

Nancy B. Beck, Ph.D., DABT
Deputy Assistant Administrator, OCSPP

Ex. 6 a

beck.nancy@epa.gov

————— original Message-----

From: Mary Jo Tomalewski [mailto:mjtomalewski@croplifeamerica.org]

Sent: Friday, March 2, 2018 12:17 PM

To: Beck, Nancy <Beck.Nancy@epa.gov>; Dravis, Samantha <dravis.samantha@epa.gov>; Bennett, Tate
<Bennett.Tate@epa.gov>; Greenwalt, Sarah <greenwalt.sarah@epa.gov>

Cc: willis, Sharnett <willis.Sharnett@epa.gov>

Subject: Invitation to Meet

Good afternoon,

Jay Vroom from CropLife America asked me to reach out to you to invite you to an hour-long meeting that
we are having on Tuesday, March 6 at 9 AM, with Henry Darwin in his offices. A group of our Board of
directors and other industry leaders are in town for CLA winter board meeting and they want to meet to
discuss a number of issues and EPA processes.

If you are available we would be delighted if you would join us.

M3J

Sent from my iPhone~Please excuse any typos!

Sierra Club v. EPA 18cv3472 NDCA Tier 3/4 ED_002061_00038288-00001



Message

From: Janet Collins [jcollins@croplifeamerica.org]
Sent: 1/31/2018 10:56:39 AM
To: Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancyl; Keigwin, Richard
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=151baabb6a2246a3a312f12a706c0a05-Richard P Keigwin Jr]

CC: Jay Vroom [IVroom@croplifeamerica.org]; Mary Jo Tomalewski [mjtomalewski@croplifeamerica.org]; Courtney
DeMarco [cdemarco@croplifeamerica.org}
Subject: updates

Attachments: Memo Beck on 2016 OPP Framework .pdf; FINAL CLA Comments OPP Framework Epidemiology.pdf

Dear Nancy and Rick- thank you for the opportunity to discuss various regulatory issues raised by CLA and its
members. As a follow up, attached please find a summary of some discussion points as well as a recent CLA comment
posted to an EPA docket on pesticide registrations.

We welcome further discussion on these important issues, and others of concern to our members.
My best,

Janet E Collins, Ph.D., R.D.

CroplLife America

1156 15™ Street, NW; Suite 400
Washington DC 20001

Ex. 6
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SIR

25 January 2018

Ms. Dana Friedman

Pesticide Re-Evaluation Division
Office of Pesticide Programs
Environmental Protection Agency
1200 Pennsylvania Avenue, NW
Washington, DC 20460-8015

Submitted via Regulations.gov EPA-HQ-OPP-2012-0330

RE: Registration Reviews; Draft Human Health and/or Ecological Risk Assessments for Several
Pesticides, December 15, 2017; Fed. Reg 82: 59596; FR Doc No: 2017-27098; Docket ID: EPA-
HQ-OPP-2012-0330.

Dear Ms. Friedman:

CropLife America (CLA) appreciates the opportunity to provide comment to the U.S.
Environmental Protection Agency (EPA or Agency), Office of Pesticide Programs (OPP) on its
Registration Reviews; Draft Human Health and/or Ecological Risk Assessments for Several
Pesticides, EPA-HQ-OPP-2012-0330; and on its use of the “Framework for Incorporating
Human Epidemiologic and Incident Data in Risk Assessments for Pesticides,” (Framework)
EPA-HQ-OPP-0316-DRAFT-0075.pdf

Established in 1933, CLA represents the developers, manufacturers, formulators and distributors
of plant science solutions for agriculture and pest management in the United States. CLA’s
member companies produce, sell and distribute virtually all the vital and necessary crop
protection and biotechnology products used by American farmers, ranchers and landowners.
CLA is committed to working with EPA, as the primary federal agency responsible for the
regulation of pesticides, to encourage practical, science-based regulation of its members’
products.

CLA provided suggestions on the “Draft Framework for Incorporating Human Epidemiologic
and Incident Data in Risk Assessments for Pesticides” (Draft Framework), as part of its April 8,
2016 comments on the EPA Docket for the FIFRA Scientific Advisory Panel on chlorpyrifos.?
By reference, those comments are incorporated herein. To summarize the CLA comments on the
Draft Framework, we extract the following from the CLA comments of April 8, 2016.

! US EPA. December 28, 2016. Office of Pesticide Programs’ Framework for Incorporating Human Epidemiologic & Incident. Data in Risk

Assessments for Pesticides. https://www3.epa.gov/pesticides/ EPA-HQ-OPP-2008-0316-DRAFT-0075 pdf

2 US EPA. FIFRA Scientific Advisory Panel (FIFRA SAP) to consider and review Chlorpyrifos: Analysis of Biomonitoring Data, March 8,
2016; FR Doc No: 2016-05174; Docket ID: E.

e
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In its Draft Framework EPA refers to use of a modified Bradford Hill? criteria approach to
assessing strength and appropriate use of epidemiological studies in human health risk
assessment. The criteria support sound approaches to evaluating associations in
epidemiological data cohorts but are not intended to be used to establish a cause and
effect association between exposure and health or environmental impact. It is important
to note that even when primary data are available for statistical reassessment,
epidemiological studies are not intended to replace toxicological data collected from
animal studies intended to establish effects in studies.

EPA did not incorporate CLA’s comments into the Framework. Nevertheless, CLA and its
member companies continue to believe that a consistent and scientifically defensible approach to
use of all sources of data in regulatory decision making is required. For this reason, CLA does
not support the weight of evidence approach taken by EPA in integration of literature,
epidemiologic, and other sources of study outcomes in its regulatory decision making.

The Framework contains sound scientific principles, but it is incomplete and does not consider
the practitioner perspective. CLA submits a detailed report, “Comments on Office of Pesticide
Programs’ Framework for incorporating human epidemiologic & incident data in risk
assessments for pesticides (Framework),” attached hereto intended to highlight the Framework’s
limitations and EPA’s missteps in its development of it. We welcome the opportunity to work
with EPA to correct some of the missteps that have occurred, and importantly that have
negatively impacted our members’ registration timelines and outcomes.

CLA’s comments are intended to address the lack of consistency in approach taken by EPA,
relative to the recommendations in the Framework. Risk assessment approaches including
various sources of information and data, and inconsistent use of study outcomes within a study
when reported across various health outcomes, limit consistency and predictability to
assessments intended to follow the Framework.

We continue to welcome the opportunity to work with EPA and other Federal Agencies in
pursuit of scientifically balanced approaches to human health risk assessment. Should you
have questions or wish to discuss these issues further, please contact me directly
[(jeollins@croplifeamerica.org) or (+1) 202-833-4474].

Thank you for your consideration of these comments.

Respectfully,

Janet E. Collins, Ph.D_, R.D.
Executive Vice President, Science and Regulatory Affairs

Cc: Mr. Rick Keigwin

3HilEA B, 1965, "The environment and disease: Assoclation or causation?” Proc R Soc Med 58, pp 295-380.

¥y

1156 15th St. NW., Suite 400 Washington, D.C. 20005 - 202.296.1585
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Comments on Office of Pesticide Programs’ 2016 “Framework for
incorporating human epidemiologic & incident data in risk assessments for
pesticides” (Framework).

Framework Issue Date: December 28, 2016.

Accessed:  htins: /lwwwd enagovinesticides/FPACHO-OPP2OOR- 03 16-DIRAFT-

Key findings.

The 2016 Framework incorporates some aspects of the 2010 SAP recommendations for change
to the Draft Framework. Notably, the 2016 Framework document devotes more attention to
study quality. However, there remain important limitations. The Framework is “final” and will
be updated on as-needed basis.

Missed opportunity. The Office of Pesticide Programs* (OPP) provides no guidance to
epidemiologists or funding agencies about what is required for risk assessment. As a result, there
is little value to sharing this document with other epidemiologists. They will merely say, yes, we
know the difference between case control and cohort studies. Similarly, OPP does not offer any
recommendations to change the status quo with respect to study limitations, data access or
interpretation of epidemiology data.

This is not a framework for integration with toxicology®. There is little discussion or even
recognition about the state of the science of registered pesticides. The OPP Framework reads as
if all epidemiology studies are new discoveries on new pesticides. The Framework makes little
effort to incorporate the known with the new. OPP cannot both require GLP studies for pesticide
active ingredients and then turn a blind eye to those results when evaluating epidemiology
studies.

“Weight of Evidence” is poorly defined. Elements of the Bradford Hill Criteria are listed but the
descriptions permit any interpretation.

What about the “missing” or unpublished data? There are multiple places in the Framework that
beg for a conversation about access to data. In Section IIIA, OPP mentions missing data.
Section IV discusses statistical analyses and null results. If indeed there are missing data or
incomplete analyses, OPP should be recommending a discussion with OPP, the registrant(s), and
the epidemiology investigators to develop a plan to make the missing data available and/or
conduct additional analyses. This is not present in the 2016 Framework.

4 Interchange OFP and Framework in “saying” and "recommending” We use the term OPP for the USEPAOPP. 2 in
toxicology, the terms toxicology, in vive and Guideline Studies are used interchangeablv. There are differences, but
are considerad similarly for the purposes of comparing thern to human epidemiology data.

¥y
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Study quality evaluation will not be transparent. Tables of ideal study elements and quality
criteria are part of the Framework. However, there is little direction or discussion regarding how
these will be used or how individual studies will be scored. The OPP has previously classified
epidemiology studies as being of high and medium quality without providing the details of its
interpretation on individual elements.

Incident data should be “complementary.” OPP recommends that incident data can provide
useful, complementary information for real world risk of pesticides. Complementary is the
critical point, all data should be evaluated together.

Piren O we .
the O Foy

1156 15th St. NW., Suite 400 Washington, D.C. 20005 - 202.296.1585
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Opportumities for dislogue and discussion with OPP,
What are their messages to epidemiologists and funders?

How will they OPP integrate epidemiology results with toxicology results?

What is the difference between regulatory science and discovery science? For toxicology? For
epidemiology?

What is the solution for publication bias, and lack of published information on null results?

If a publication does not provide full disclosure of analyses, sensitivity, confounding, or dose-
response, does OPP have a plan or requirement to either have the authors complete the required
analyses or to acquire the raw data?

What is the vision for registrant requirements in the future? Will epidemiology be required?

Recommendations from the 2010 SAP”:
The February 2 — 4, 2010 FIFRA Scientific Advisory Panel (SAP) evaluated the Draft
Framework on epidemiology and provided extensive comments. Several topics are highlighted.

0 Integration of multidisciplinary data.

The SAP noted that the 2010 Draft Framework described problem formulation but did not
indicate specifically how the toxicological and epidemiologic information would be “considered
in an integrated fashion.” For example, the SAP suggested that an integrated approach would
identify limitations with a recommendation for additional research. Other recommendations:

1. Define “biological plausibility.” Several interpretations of plausibility are possible.
Emphasis should be placed on dose-response relationships, temporal sequence, strength
of the association and consistency of findings across studies.

§ Minates published on April 22, 2010 regarding the “Draft framework and case studies on atrazine, human
incidents, and the Agricultural Health Study: Incorporation of ¢pidemiology and human incident data into human
health risk assessment.”

=
R
EAN ERA I N SR
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Use the “source to adverse outcome pathway” to identify critical data gaps.

3. The SAP discussed making a logical progression from the key events in animal studies.
It is important to consider the relevancy across species from high dosing that is unlikely
to occur in humans and to separately consider differences in physiology or biology.

[0 What strong epidemiology smdies fook like.

Robust epidemiology studies are characterized by strong design with well-characterized
exposures. However, all studies have weaknesses. “The Agency needs to remain cognizant of
those when considering use of data from any single study or an aggregation of studies for a specific
pesticide.” The 2010 SAP recommended the Agency establish a set of quality criteria. Quality
elements include:

1. Validation of exposure assessment
2. Adequate sample size
3. Well defined outcome (disease vs. not diseased)
4. Attention to reduced sources of bias
5. Control for confounding and identification of effect modifying factors
6. Potential for generalizing to other populations.
L1 Exposure

1. Exposure must be robustly and quantitatively addressed. Exposure should be paired with
identification of key events in a mode of action context.

2. “[E]xposure assessment should be evaluated for accuracy, precision and reliability, and
should include validation where feasible... Exposure metrics can represent dose
estimates (for example average daily dose or peak dose), duration of exposure, or a
combination of these in a cumulative exposure metric.”

Elements of the 2016 Framework.

OPP characterizes the 2016 Framework as a description of overall conceptual scientific
consideration when evaluating epidemiology studies. It is not intended to be binding or serve as
areviewer’s guide. OPP states on page three, that “since the number of pesticides for which
quality epidemiology data either exist or are being developed remains relatively low in the near
term, experimental laboratory data will likely continue to be the primary source of data for use in
quantitative risk assessment for most pesticides.”

Interpretation: The page three statement implies that for pesticides with some epidemiology
data, experimental data may be supplanted with epidemiology data. It also suggests that
epidemiology results will be used more frequently in the future.

This Framework is a “final” document. OPP says that will be updated from time-to-time and on
an as needed basis.

e o Fay S ey Sawed
FRCS £ T3 BTY BPME
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11 Introduction
OPP lists uses of human data.

Provide insight in effects caused by actual chemical exposures
Guide additional analyses (doses, endpoint selection)

Identify potentially susceptible population

Identify new health effects

Confirm the existing toxicological observations

e e

OPP discusses the NRC 2007 Tox21 report, in that a strong WOE draws from the “best available
information” from multiple data sources. The Framework presents existing guidance documents
and continues to draw from the Bradford Hill criteria (guideline elements). OPP recognizes that
epidemiology studies tend to report on widely used pesticides, which also have a significant body
of data from toxicology, exposure, pharmacokinetics, MOA and AOP, etc. On page five, OPP
states that “it is noteworthy that the availability of a fully elucidated MOA/AOP is not [a]
requirement for using epidemiology studies in human health risk assessment.”

Interpretation: The Framework recommends using multiple data sources. We might interpret
this as OPP will use toxicology when reviewing epidemiology. It is also possible (and likely)
that OPP is using this as mandate that it must use epidemiology, to the exclusion of toxicology.

[ Systematic review in pesticide nisk assessment: Epidemiclogy
A. Problem Formulation

Here OPP describes how it plans to define the scope of an analysis. OPP continues to point out
that a review may be focused on exposure pathways and certain health outcomes. It notes (page
nine), “If missing data are critical to the assessment, options are discussed as to how best to
obtain that information.”

Interpretation: This section lists many questions that would be considered. At first look, it
seems like a good practice. However, it is unclear if these are standard questions posed for all
pesticides and risk assessments or if they are raised after reviewing an epidemiology publication.
The comment about missing data is an opportunity for enhancement to the Framework. Indeed,
the Framework does not list how to obtain missing data. If indeed there are missing data, there
should be a discussion among OPP, registrant(s), and the epidemiology investigators to develop
a plan to make the missing data available.

B. Data Collection

This section details how OPP will search and report on published and unpublished sources. On
page 10 of the Framework, it states, “In the case of epidemiology, most studies are expected to be
found in the open scientific literature. Although in some cases supplemental analyses or information
may be available, dialogue with the researchers may provide additional, important information not
published in the original paper in understanding and interpreting epidemiology studies.”

Interpretation. It is a good practice to assure the reader that OPP will not selectively pick certain
studies. However, if indeed OPP is willing to use epidemiology data in lieu of toxicology, waiting

e o Fay S ey Sawed
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for epidemiology studies to be conducted, and reported seems unduly random. If epidemiology data
are important, the process to conduct and report should be more systematic.

C. Data Evaluation
OPP promises to use study quality in its review. More on this later in IV.C.

D. Data integration: Weight of Evidence (WOE)

OPP promises to use a WOE analysis, and that conclusions will be made on the preponderance of
information rather than relying on any one study. Specific aspects are listed:

o Key events. The events can come from the MOA/AOP, PK or any human or animal
study. In other words, there is no guideline.

o Dose-response. A well-characterized exposure-response relationship strongly
suggests cause and effect in epidemiology studies.

Temporal association. This is another argument in favor of casualty.
Consistency. A pattern across several independent studies supports causality. OPP
also states that discordant results cannot be used to rule out a causal connection.

o Strength of association. A large and precise risk increases confidence in a true
association. OPP also states that a small effect can also be important.

o Specificity of the association. Specificity may or may not be a strong argument for
causation.

o Coherence. When animal and human data show a similar toxic profile, there is high
confidence in the human health risk assessment. If they are dissimilar it is important
to consider other factors.

o Biological plausibility. A proposed mechanism is an important source of support for
causality. Lack of mechanistic data is not a reason to reject causality.

Interpretation: These elements are the Bradford Hill Criteria. For many elements, OPP first
makes a strong point and then gives an excuse to dismiss it. In other words, the list is correct but
the interpretation is weak. These elements were designed the be used collectively to
dispassionately evaluate a body of literature. When there is evidence of a causal effect, the
reviewer does not have to offer excuses for each element.

The Hill criteria have been criticized because reviewers can pick and choose certain elements.
Further they do not consider bias and confounding. However, reproducibility in independently
conducted studies should correct for errors in any individual study. In its Framework, OPP is
providing no guidance at all for WOE.

E. Overall conclusion, recommendation for risk assessment, statement of areas of
confidence and uncertainty.
Epidemiology studies have the potential to inform multiple components of the risk assessment.

IV. Reviewing epidemiology studies for use in pesticide risk assessment
A. Introduction

This section gives the merits of epidemiology. It recognizes that exposures (to pesticides) have
changed (declined) over time. This is important when reviewing a body of literature.
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Epidemiology data study real-world chemical exposures in humans and provide information on
hazard/risk characterization. The results can be used to guide future research. It also can inform
uncertainties associated with specific extrapolation.

Interpretation. No argument. Of course, devil lies in the details.

B. Types of epidemiology studies

This section reads like an epidemiology textbook. OPP describes the type of study and when
each is used.

C. Evaluating epidemiology studies for use in pesticide risk assessment

The Framework also has a table on page 24 with five parameters for quality consideration ranked
as high/moderate/low. On page 22, OPP uses a list of eight aspects that are considered important
(listed below). These include:

1. Clear articulation of the hypothesis, even if the study is hypothesis-

generating in nature;

2. Adequate assessment of exposure for the relevant critical windows of the
health effects, the range of exposure of interest for the risk assessment target
population, and the availability of a dose/exposure-response trend from the study,
among other qualities of exposure assessment;

3. Reasonably valid and reliable outcome ascertainment (the correct
identification of those with and without the health effect in the study population);
4. Appropriate inclusion and exclusion criteria that result in a sample

population representative of the target population, and absent systematic bias;

5. Adequate measurement and analysis of potentially confounding variables,
including measurement or discussion of the role of multiple pesticide exposure, or
mixtures exposure in the risk estimates observed,;

6. Overall characterization of potential systematic biases in the study
including errors in the selection of participation and in the collection of
information; this can include performing sensitivity analysis to determine the
potential influence of systematic error on the risk estimates presented;

7. Evaluation of the statistical power of the study to observe health effects
with appropriate discussion and/or presentation of power estimates; and,

8. Use of appropriate statistical modeling techniques, given the study design
and the nature of the outcomes under study.

Interpretation. As we saw with the glyphosate and organophosphate (OP) reviews, these
aspects/considerations are reasonable but OPP application of them is important. The terms of
“good,” “adequate,” and “appropriate” are highly subjective. Further, there is no discussion in
the Framework about interpretation of study quality if one or more parameter scores has a low
score. Previously, OPP had not revealed how it scored each parameter but only gave how the
overall study was ranked. Transparency in these elements is an important “ask” for future
assessments.
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9. Exposure assessment

The Framework goes into detail about direct and indirect approaches. It incorporates the
biomarker evaluation instrument (BEES-C) from Lakind et al. (2014).°

Interpretation. The validity of an exposure assessment is more important than defining if it is
direct or indirect. OPP omitted the consideration of Exposure Variability and Misclassification
from the BEES-C instrument, which addresses the number of samples (spot vs. many). OPP
concludes that exposure assessment methods should be able to provide exposure estimates that
are reliable and valid. However, the Framework does not incorporate a recommendation to this
effect.

10. Confounding factors

This is appropriately defined and discussed. The Framework mentions that “it is not sufficient to
simply raise the possibility of confounding; one should make a persuasive argument explaining
why a risk factor is likely to be a confounder, what its impact might be, and how important that
impact might be to the interpretation of findings.”

Interpretation: This conclusion appears to be a warning to industry and other critics.

11. Statistical analysis
This is appropriately defined and discussed.

Interpretation: This is an area in which investigators may not disclose all analyses in the
publication(s) or may not conduct the analyses in question. There is no discussion or guidance
how to improve the status quo.

12. Potential bias in observational research
OPP recognizes that no study is devoid of bias. Most authors (and journals request) some
discussion of study biases and limitations. Quantitation of the amount and direction of bias is
less common. Computational tools are increasingly available to evaluate potential biases.

Interpretation: As above, there is no discussion or guidance how to improve the status quo.
These are issues related to access to raw data and open discussions with investigators.

13. Interpretation of null studies

OPP states that lack of associations will be evaluated carefully. The bulk of this section states
the opposite. In fact, OPP states, “the absence of evidence should not be interpreted as the
evidence of absence” (page 35). The Framework mentions the effects of publication bias where
the published literature disproportionately excludes null findings.

Interpretation. This section fails to account for what is already known about the risk profile of a
registered pesticide. Contrary to OPP’s view, the lack of human evidence, in the context of vast
guideline studies, could be interpreted as evidence of absence. Furthermore, when relying upon

®J. Lakind et al. (2014). Biomonitoring, Environmental Epidemiology, and Short-lived Chemicals (BEES-C).
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published epidemiology data, OPP must account for the lack of disclosure of negative data. There
is no discussion or guidance how to improve the status quo.

14. External validity (generalizability)

OPP mentions that results from one human study must be evaluated relative to another
population.

Interpretation. This section is weak. OPP makes no attempt to discuss biology or human
physiology. Nor does OPP apply knowledge of chemical properties of pesticides to infer
exposure in different population.

V. Human incident survelllance data
OPP lists the resources for national poison control.

Interpretation. On page 38, OPP makes an important point that medical reports should be
reliable, reasonable and consistent with current knowledge. However, for the incident/poison
control data, OPP does not discuss the merits of using incident data that has not been classified
as “definite” (i.e. eliminating probable and possible data). It is well known that many incident
reports do not confirm exposure to a specific pesticide. On page 43 of the Framework, OPP
states that incident data can provide useful, complementary information in evaluating the real-
world risks of pesticides. The complementary nature of incident data is the key aspect. Incident
data should only be considered in the context of other known data.
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Prepared by: Janet E. Collins, Ph.D., R.D.

CC: Jay Vroom
Date: January 30, 2018
To: Dr. Nancy Beck, Mr. Rick Keigwin

Comments on Office of Pesticide Programs’ Framework for incorporating human
epidemiologic & incident data in risk assessments for pesticides. Issue date:
December 28, 2016. Found here.

Questions from CLA members for open discussion/dialogue

e What is the appropriate way for EPA to integrate epidemiology results with toxicology
results?

e What is the appropriate way to address the lack of published information on null results
for epidemiology studies (i.e. selective reporting for results for specific pesticides)?

e If a publication does not provide sufficient disclosure of analysis, sensitivity,
confounding, or dose-response, does OPP have a plan or requirement to either have the
authors complete the required analyses or to acquire the raw data?

General comments

The US Environmental Protection Agency (EPA or Agency) Office of Pesticide Programs’
(OPP) Framework for Incorporating Human Epidemiologic & Incident Data in Risk Assessments
for Pesticides [EPA-HQ-OPP-2008-0316) (2016 Framework)], states it is “not intended to be a
reviewer’s guide or manual or Standard Operating Procedure for assessing or using
epidemiology data.” Rather, OPP characterizes the 2016 Framework as a description of overall
conceptual scientific consideration when evaluating epidemiology studies and highlights the
importance of human data for risk assessment.

The pesticide industry agrees that a systematic and transparent review process is necessary when
evaluating epidemiology data. The 2016 Framework does incorporate some aspects of the 2010
SAP recommendations, such as developing an assessment of study quality. However, there
remain important limitations in the 2016 Framework that require clarification and in turn, reduce
its effectiveness. While this request is not exhaustive, as we continue to have concerns about the
Framework and its implementation, three important areas are discussed more fully below and
include:

1. Integration of epidemiology and EPA required guideline studies (the Weight of Evidence
assessment)

2. Quality assessment (how will “appropriate and sufficient be defined?)

3. Transparency of epidemiology data (how will unpublished results be obtained?)

» Reprasenting the Flant Sclence Industry »
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Discussion Topics on the “2016 Framework” Page 2 of §

It is our opinion that incorporating these suggestions into the 2016 Framework will enhance the
potential to provide for a process that instills greater confidence in OPP and Agency integration
of epidemiology into the human risk assessment process.

1. Integration of epidemiology and EPA-required guideline studies

In its 2016 Framework, OPP has provided little guidance for weight of evidence (WOE). The
OPP promises to use a WOE analysis, and that conclusions will be made on the preponderance
of information rather than relying on any one study. The 2016 Framework presents existing
guidance documents and continues to draw from the Bradford Hill criteria (guideline elements).
Specific aspects from the Bradford Hill elements are listed. For many of the Hill elements, OPP
first makes a strong point and then gives an excuse to dismiss it. In other words, the list is
correct but the interpretation is weak and seemingly arbitrary. These elements were designed to
be used collectively, to dispassionately evaluate a body of literature. When there is evidence of a
causal effect, the reviewer does not have to offer excuses for each element.

The 2016 Framework recommends using multiple data sources and information from different
disciplines. One might interpret this as OPP will use toxicology when reviewing epidemiology.
However, it appears that in practice, OPP is using epidemiology to the exclusion of toxicology.

There is little discussion or even recognition in the 2016 Framework about the robust state of the
science of registered pesticides. The 2016 Framework reads as if all epidemiology studies are
new discoveries on new pesticides. The document makes little effort to incorporate the known
with the new. OPP cannot both require Good Laboratory Practice-compliant studies and then
turn a blind eye to their results when evaluating epidemiology studies, which often are conducted
for a completely different purpose. The EFSA Panel on Plant Protection Products and their
residues, in its assessment of the methodological limitations of pesticide epidemiology studies
(EFSA, 2017), discussed incorporation of pesticide epidemiology studies into the regulatory risk
assessment process [EFSA Journal 2017; 15(10):5007]. While recognizing the potential
important role that human health outcomes can play, the EFSA PPR (2017) cautioned against use
of a single, not replicated, epidemiological study in the absence of other studies on the same
substance, a practice the EPA did not follow in the assessment of the organophosphates.

OPP discusses the NRC 2007 Tox21 report, that a strong WOE draws from the “best available
information” from multiple data sources. OPP recognizes that epidemiology studies tend to
report on widely used pesticides, which also have a significant body of data from toxicology,
exposure, pharmacokinetics, mode of action (MOA) and adverse outcome pathway (AOP), etc.
On page five of the Framework, OPP states that “it is noteworthy that the availability of a fully
elucidated MOA/AOQP is not [a] requirement for using epidemiology studies in human health risk
assessment.”

When the epidemiology data and the guideline toxicology data are inconsistent and
contradictory, either the WOE must be extremely robust with a detailed scientific rationale as to
how and why the epidemiology, or toxicology data carry the greater weight. Neither the
discounting of robust epidemiology data indicating an adverse association not observed in the
guideline studies, nor the discounting of robust toxicology data for weak epidemiology data
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suggesting an association not observed in the guideline studies or without a plausible MOA, is
acceptable without a strong WOE justification to support the decision.

It is not clear how data with a defined MOA will be integrated with information lacking a
plausible MOA.

2. Quality assessment

The integration of toxicology and epidemiology relies upon using the “best available
information.” Discussion of ideal study elements and quality criteria are part of the 2016
Framework. The Framework has a table on page 24 with five parameters for quality
considerations ranked as high/moderate/low. However, there is little direction or discussion
regarding how these will be used or how individual studies will be ranked. The rubric for study
quality considerations (Table 2) uses vague terms such as “good”, “moderately good” and “low-
quality.” Further, there is no discussion in the 2016 Framework about interpretation of study
quality if one or more parameter scores low.

In recent evaluations of glyphosate and the organophosphates, OPP classified epidemiology
studies as being high, medium and low quality without providing details of its interpretation on
individual elements. Notably, the quality evaluation was inconsistently applied in OPP’s 2016
Updated Literature Review on Neurodevelopment Eftects for the Organophosphates, in which
several studies were excluded from the WOE based on a single quality element, while others
were not (excluded using the same criteria). Transparency in these elements is an important
requirement for future assessments.

Following the table on quality considerations, the 2016 Framework goes into detail about direct
and indirect approaches for exposure assessment in epidemiology studies. However, the
reliability and validity of an exposure assessment is more important than defining if it is direct or
indirect. The 2016 Framework also displays a portion of the biomarker evaluation instrument
from Lakind et al., 2014, “Biomonitoring, Environmental Epidemiology, and Short-lived
Chemicals (BEES-C).” OPP omitted consideration of Exposure Variability and
Misclassification from the BEES-C instrument, which addresses the number of samples (spot vs.
many) and reliability testing for this parameter. OPP concludes that exposure assessment
methods should be able to provide exposure estimates that are reliable and valid. However, the
2016 Framework does not incorporate any quality recommendation to this effect.

The importance of reliable and valid exposure data was emphasized in the scientific opinion of
the EFSA PPR panel. The PPR panel specifically recommended that improvement in the
accuracy of exposure measurement is increasingly important.

While OPP recognizes the 2016 Framework is not designed to be a rigid guideline, the document
lacks direction for peer reviewers and investigators. Alternatively, an expanded quality rubric
that includes additional elements (from Table 2), such as sensitivity analyses to quantify the
direction of bias and dose response analyses, would provide a minimum expectation for
epidemiology data for risk assessment.
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In summary, the 2016 Framework provides commentary on quality elements and considerations.
However, the organization of the document and presentation of a quality rubric makes the actual
approach unclear as to OPP’s quality interpretation of epidemiology studies.

3. Transparency of epidemiology results

Access to full analytical results (i.e. unpublished) from epidemiology studies is a critical
difference from the EPA guideline data currently available for risk assessment. There are
multiple places in the 2016 Framework that necessitate a conversation about access to data. In
Section IIIA, OPP mentions missing data. Section IV discusses statistical analyses and null
results. If indeed there are missing data or incomplete analyses, OPP should be recommending a
discussion among OPP, registrant(s), and the epidemiology investigators to develop a plan to
make the missing data available and/or conduct additional analyses. This is not present in the
2016 Framework. A post-hoc review of published studies does not meet the same standard as
regulatory data for HHRA.

In the Problem Formulation section, OPP describes how it plans to define the scope of an
analysis. OPP continues to point out that a review may be focused on exposure pathways and
certain health outcomes. It notes on page 9, “If missing data are critical to the assessment,
options are discussed as to how best to obtain that information.” At first look, it seems like a
good practice. However, it is unclear if these are standard questions posed for all pesticides and
risk assessments or if they are raised after reviewing an epidemiology publication. Indeed, the
2016 Framework does not list how to obtain missing data (or if the study results will be used if
the data are not available).

The Data Collection section describes how OPP will search and report on published and
unpublished sources. On page 10 the 2016 Framework states, “In the case of epidemiology,
most studies are expected to be found in the open scientific literature. Although in some cases
supplemental analyses or information may be available, dialogue with the researchers may
provide additional, important information not published in the original paper in understanding
and interpreting epidemiology studies.” A comprehensive and systematic review demonstrates
best practices. However, there is a notable lack of synchronization of the process of regulatory
review of specific pesticides and the conduct and reporting of epidemiology results. In other
words, the process to conduct and report epidemiology findings prior to the OPP search should
be more systematic.

The section on “Interpretation of null studies” fails to account for what is already known
about the risk profile of a registered pesticide. OPP states that lack of associations will be
evaluated carefully. The bulk of this section states the opposite. In fact, the 2016
Framework states, “the absence of evidence should not be interpreted as the evidence of
absence” (page 35).
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The 2016 Framework mentions the effects of publication bias that the published literature
disproportionately excludes null findings. Contrary to OPP’s view, the lack of human evidence,
in the context of vast guideline studies, could be interpreted as evidence of absence. The null
data could be interpreted as evidence below the No Observed Effect Level. Furthermore, when
relying upon published epidemiology data, the OPP must account for the lack of disclosure of
negative data. There is no discussion or guidance how to improve the status quo.

In summary, it is well known that null (non-adverse) findings of epidemiology studies are not

fully disclosed in the published literature. For both hazard identification and risk assessment, the
ability to know and evaluate these results must be developed.
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Message

From: Janet Collins [jcollins@croplifeamerica.org]

Sent: 3/2/2018 12:37:57 AM

To: Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]

CC: Courtney DeMarco [cdemarco@croplifeamerica.org]; Keller, Kaitlin [/o=Exchangelabs/ou=Exchange Administrative
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=d7a6b15adfd745c6adalcl21dec27ac4-Keller, Kail

Subject: RE: Follow up discussion

Thanks Nancy- we look forward to the discussion.

Janet

Ex. 6

From: Beck, Nancy [mailto:Beck.Nancy@epa.gov]

Sent: Thursday, March 1, 2018 6:55 PM

To: Janet Collins <jcollins@croplifeamerica.org>

Cc: Courtney DeMarco <cdemarco@croplifeamerica.org>; Keller, Kaitlin <keller.kaitlin@epa.gov>
Subject: RE: Follow up discussion

Janet,
On our end it would be best to shoot for the 2" week of April.
Kaitlin can assist with finding a window when all the right folks are available.

Thanks,
Nancy

Nancy B. Beck, Ph.D., DABT

Deputy Assistant Administrator, OCSPP
P: 202-564-1273

M: 202-731-9910
heck.nancy@ena.gov

From: Janet Collins [mailto:icollins @ croplifeamerica.org]
Sent: Tuesday, February 27, 2018 2:12 PM

To: Beck, Nancy <Beck Nanoy@epa.gov>

Cc: Courtney DeMarco <cdemarco@icroplifeamerics ore>
Subject: Follow up discussion

Importance: High

Nancy- would you have about an hour to catch up on the documents we have sent in the next 10 days to two weeks?
Happy to make my schedule work with what might work for you.
Thank you.

Janet

Ex. 6
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Message

From: Janet Collins [jcollins@croplifeamerica.org]
Sent: 2/9/2018 3:55:21 PM
To: Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancyl; Keigwin, Richard
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=151baabb6a2246a3a312f12a706c0a05-Richard P Keigwin Jr]

CC: Jay Vroom [IVroom@croplifeamerica.org]; Mary Jo Tomalewski [mjtomalewski@croplifeamerica.org]; Courtney
DeMarco [cdemarco@croplifeamerica.org]; Keller, Kaitlin [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d7a6b15adfd745c6adalcl21dec27ac4-Keller, Kaij

Subject: RE: updates

Thanks very much Nancy. We look forward to the discussion.

Janet

Ex. 6

From: Beck, Nancy [mailto:Beck.Nancy@epa.gov]

Sent: Friday, February 9, 2018 10:55 AM

To: Janet Collins <jcollins@croplifeamerica.org>; Keigwin, Richard <Keigwin.Richard@epa.gov>

Cc: Jay Vroom <JVroom@croplifeamerica.org>; Mary Jo Tomalewski <mjtomalewski@croplifeamerica.org>; Courtney
DeMarco <cdemarco@croplifeamerica.org>; Keller, Kaitlin <keller kaitlin@epa.gov>

Subject: RE: updates

Janet,
Many thanks for the input.
We are going to have some internal discussions on the topic and then will circle back with your team.

Regards,
Nancy

Nancy B. Beck, Ph.D., DABT
Deputy Assistant Administrator, OCSPP

Ex. 6

heck nancyi@epa. gov

From: Janet Collins [mailto:icollins@oropifeamerica. ozl

Sent: Wednesday, January 31, 2018 5:57 AM

To: Beck, Nancy <Beck. Nancy@epa.gov>; Keigwin, Richard <Ksigwin. Richard@epa gov>

Cc: Jay Vroom <JNroom@croplifeamerica.gre>; Mary Jo Tomalewski <mitomalewski@oroplifeamarica.org>; Courtney
DeMarco <gdemarcoi@oroplifeamerica.org>

Subject: updates

Dear Nancy and Rick- thank you for the opportunity to discuss various regulatory issues raised by CLA and its
members. As a follow up, attached please find a summary of some discussion points as well as a recent CLA comment
posted to an EPA docket on pesticide registrations.

We welcome further discussion on these important issues, and others of concern to our members.
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My best,

Janet E Collins, Ph.D., R.D.
Croplife America

1156 15™ Street, NW; Suite 400
Washington DC 20001

Ex. 6
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Message

From: Juberg, Daland (DR) [DRIuberg@dow.com]

Sent: 1/9/2018 4:10:01 AM

To: Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]

CC: Bolen, Derrick [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=1ffc58b0468c4deca51a8bad735b7d95-Bolen, Derr]
Subject: Re: Meeting?
Great, | should have most of the 17th afternoon available, early 18th, other? Hope we can find common time
Sent from my iPhone

On Jan 8, 2018, at 10:00 PM, Beck, Nancy <Beck.Nancy@epa.gov> wrote:

Hi Daland,
Derrick Bolen on our team can work with you to see if we can find 30minutes on the calendar.
If they are available, I'd like to ask Rick Keigwin and Charlotte Bertrand to join us.

Thanks,
Nancy

Nancy B. Beck, Ph.D., DABT

Deputy Assistant Administrator, OCSPP
P:202-564-1273

M Ex. 6

beck.nancy@epapoy

From: Juberg, Daland (DR) [mailto:DRIuberg@dow.com]
Sent: Monday, January 8, 2018 10:44 AM

To: Beck, Nancy <Beck Nancy@epa.gov>

Subject: Meeting?

Hi Nancy — I'll be in Washington on other business on Jan. 18" but will be coming in the 17" —
i my new role as leader of human health science policy, T want to identify the top 3-5 core focal
areas of 1ssue priortization for human health and will develop this thinking from discussions
both internally and externally — I co-chair the CL A human health steering group and also sit on
CLTs human health task force — I would value meeting with vou to get your thoughts/thinking
on core areas where there might be joint interest in EPA/multiple stakeholder engagement.

Do you have any availability on the 17" before I book air reservations as T would arrive earlier
than normal 11 could even get 30 minutes of your time?

Kind Regards,

Daland R. Juberg, Ph.D., Fellow, ATS
Human Health Science Policy
Regulatory Sciences
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Message

From: Deziel, Dennis (DR) [DRDeziel@dow.com]
Sent: 1/12/2018 6:26:21 PM
To: Bolen, Derrick [/o=ExchangelLabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=1ffc58b0468c4deca51a8bad735b7d95-Bolen, Derr]; Beck, Nancy
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]

Subject: Re: Lunch

Perfect. Thank you!

Get Qutlook for I0S

From: Bolen, Derrick <bgten.derrick@ena.sov>

Sent: Friday, January 12, 2018 1:24 PM

Subject: RE: Lunch

To: Deziel, Dennis (DR) <drdezigl@dow. com>, Beck, Nancy <beck.nancyi@epa.gov>

Dennis-
How does 12pm work next Friday?

Thank you,
Derrick Bolen

From: Deziel, Dennis (DR) [maiito: DRDeziel@dow.com]

Sent: Thursday, January 11, 2018 5:46 PM

To: Beck, Nancy <Reck. Nancvi@epa.gov>; Bolen, Derrick <polen.derrickfispa. gov>
Subject: Re: Lunch

Hal! Friday is usually good! Like next Friday.

GetOutlook Tor Qs

From: Beck, Nancy <Beck Nancy@epa, gov>
Sent: Thursday, January 11, 2018 5:41:19 PM
To: Deziel, Dennis (DR); Bolen, Derrick
Subject: RE: Lunch

I have a meeting til noon.
Nice that you are still in the old EPA habit of 4 day work weeks...

Derrick can you help us find another window. Fridays are really best for me (sorry Dennis)..

Nancy B. Beck, Ph.D., DABT
Deputy Assistant Administrator, OCSPP
P: 202-564-1273
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M:i Ex. 6
back nancy@iepa.gov

From: Deziel, Dennis (DR) [mailio:DRDezisitddow.com]

Sent: Thursday, January 11, 2018 5:31 PM

To: Beck, Nancy <Beck.Nancvy@epa.gov>; Bolen, Derrick <bolen. derrick@ena.gov>
Subject: Re: Lunch

I'have a Ipm train. Can we eat early?

GetOutlook fori Qs

From: Beck, Nancy <Back.Nancv@epa, gov>
Sent: Thursday, January 11, 2018 5:22:26 PM
To: Deziel, Dennis (DR); Bolen, Derrick
Subject: RE: Lunch

Does tomorrow work?

Nancy B. Beck, Ph.D., DABT

Deputy Assistant Administrator, OCSPP
P: 202-564-1273

M:i Ex. 6

beck. nancy@eapa.gov

From: Deziel, Dennis (DR) [mailto: DRDesiel @ dow.com]

Sent: Tuesday, January 9, 2018 2:05 PM

To: Bolen, Derrick <bglen.derrick@epa.gov>; Beck, Nancy <Beck Manoy@epa.gow>
Subject: Lunch

Nancy, Derrick —

Happy New Year! I’d like to schedule a quick lunch soon so we can catch up and maybe talk about a few issues, hear
about your travels.

Please let me know. Thank you, Dennis

; Ex. 6 = —NEW!) | Drdeziel@dow.com

Introducing @dowpolicy - Let's talk fogether to solve together
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Message

From: Barb Glenn [barb@nasda.org]

Sent: 12/14/2017 5:32:02 PM

To: Keller, Kaitlin [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d7a6b15adfd745c6adalcl21dec27ac4-Keller, Kail

CC: Bertrand, Charlotte [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=f044d768e05842e1b75321ff6010e1b8-Bertrand, Charlotte]; Beck, Nancy
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]; Keigwin, Richard
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=151baabb6a2246a3a312f12a706c0a05-Richard P Keigwin Jr]; Barb Glenn
[barb@nasda.org]; Barb Glenn [barb@nasda.org]

Subject: RE: Update on EPA’s Implementation of the Agricultural Worker Protection Standard

Kaitlin,
Thank you. We appreciate this communication and if we have any questions, we will be in contact.
Have a happy holiday ssason.

Regards,

Barb

Barbara P. Glenn, Ph.D.

Chief Executive Officer

National Association of State Departments of Agriculture
4350 Fairfax Drive Suite 910 Arlington, VA 22203

{202} 296-9680

Barb®nasda.org

www.nasda.org

@NASDANews

From: Keller, Kaitlin [mailto:keller.kaitlin@epa.gov]

Sent: Thursday, December 14, 2017 10:30 AM

To: Barb Glenn

Cc: Bertrand, Charlotte; Beck, Nancy; Keigwin, Richard

Subject: Update on EPA’s Implementation of the Agricultural Worker Protection Standard

Dear Dr. Glenn,
On behalf of Charlotte Bertrand, Acting Principal Deputy Assistant Administrator of EPA’s Office of Chemical Safety and
Pollution Prevention, please find the attached update on EPA’s Implementation of the Agricultural Worker Protection

Standard.

Best Regards,
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Kaitlin

Kaitlin Keller, Special Assistant

Office of Chemical Safety and Pollution Prevention
U.S. Environmental Protection Agency

(202) 564-7098

Kaitlin Keller, Special Assistant

Office of Chemical Safety and Pollution Prevention
U.S. Environmental Protection Agency

(202) 564-7098
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Message

From: Paul Schlegel [pauls@fb.org]

Sent: 12/14/2017 5:08:39 PM

To: Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]

CC: Bennett, Tate [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1fa92542f7ca4d01973b18b2f11b9141-Bennett, El]

Subject: FW: Pesticide Program Update: EPA Initiates Rulemaking to Revise Certain Aspects of the Agricultural Worker

Protection Standard {WPS) and the Certification and Training (C&T) Rule; Implementation Dates for WPS and C&T
Remain In Effect

IMancy -

Just got thus. What does it mean? Am | reading 1t correctly — that the agency 18 announcing a process that will lead
to an NPRMr Is this something tormal or 13 it related fo matters m the Senate?

Thanks

paud

Paul Schlegel
Dieputy Executive Director, Public Policy

Ex. 6

Email: pauls@ib.org

From: EPA Pesticides Programs [mailto:oppt.epa@public.govdelivery.com]

Sent: Thursday, December 14, 2017 11:58 AM

To: Paul Schlegel <pauls@fb.org>

Subject: Pesticide Program Update: EPA Initiates Rulemaking to Revise Certain Aspects of the Agricultural Worker
Protection Standard (WPS) and the Certification and Training (C&T) Rule; Implementation Dates for WPS and C&T
Remain In Effect

December 14, 2017

in This Update:

EPA Initiates Rulemaking to Revise Certain Aspects of the
Agricultural Worker Protection Standard (WPS) and the
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for WPS and C&T Remain In Effect

Agricuttural Worker Protection Standard {WPS}

ERPA has infliated a process o revise cerlain requiraments in the WPS. By the end
gxpects 1o pul
tha WPE Pquzrczmﬁ nts for minimurm ages, designated represe
zones. The complianes dates in the revised WS publ

the Agency does not intend o extend them

.

T

EPA has inltlated a process o ravise the minimum age reqgus
publish a Notice of Proposed Hulernaking o solicit
the end of FYZMMR. The implementation dates in the
auth 25 fo submil revised certification plans an
ERA am no pians fo changs those implemantation o

0860 e
f f,hi 2047, final rule, {
SPA o act on those

Learm more shoul the WPS

Leam more about the CET Rule

Certification and Training {(C&T) Rule; Implementation Dates

sh g Motice of Proposed Fulemaking o solict public | mp i on proposed revisions 1o
ntatives, and spplication
wed on November 2, 2015, remain in effect

Certification and Training {C&7, or Certification of Pesticide Applicators) Rule

emernts in the C&T rule. ERPA expects io
wns 1o the nile
11 for cartifying
ns remain in effect;

Fof Y2018, EPA

exclusion

Preferences Page. All you will need is your e-mail address. If you have any questions or problems,

please e-mail subscriberhelp.govdelivery.com for assistance.

This service 1s provided to you at no charge by the U.S. Environmental Protection Agency.

17th u’(.
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Message

From: Keller, Kaitlin [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=D7A6B15ADFD745C6ADA1C121DEC27ACA-KELLER, KAI]

Sent: 12/14/2017 3:29:34 PM

To: barb@nasda.org

CC: Bertrand, Charlotte [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f044d768e05842e1b75321ff6010e1b8-Bertrand, Charlotte]; Beck, Nancy
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de35a913297f353745-Beck, Nancy]; Keigwin, Richard
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=151baabb6a2246a3a312f12a706c0a05-Richard P Keigwin Jr]

Subject: Update on EPA’s Implementation of the Agricultural Worker Protection Standard

Attachments: NASDA Update on WPS 12 13 17.pdf

Flag: Flag for follow up
Dear Dr. Glenn,

On behalf of Charlotte Bertrand, Acting Principal Deputy Assistant Administrator of EPA’s Office of Chemical Safety and
Pollution Prevention, please find the attached update on EPA’s Implementation of the Agricultural Worker Protection
Standard.

Best Regards,
Kaitlin

Kaitlin Keller, Special Assistant

Office of Chemical Safety and Pollution Prevention
U.S. Environmental Protection Agency

(202) 564-7098

Kaitlin Keller, Special Assistant

Office of Chemical Safety and Pollution Prevention
U.S. Environmental Protection Agency

(202) 564-7098
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, DLC. 20460

" . T 9
December 13, 2017 OFFICE OF CHEMICAL SAFETY

AND POLLUTHON PREVENTION

Barbara P. Glenn, Ph.D.

Chief Executive Officer

National Association of State Departments of Agriculture
4350 North Fairfax Drive, Suite 910

Arlington, VA 22203

Subject: Update on EPA’s Implementation of the Agricultural Worker Protection Standard
Dear Dr. Glenn:

The purpose of this letter is to provide you with an update to our May 11, 2017, letter,
responding to the request submitted by the National Association of State Departments of
Agriculture (NASDA) to extend the implementation of the revisions to the Agricultural Worker
Protection Standard (WPS). In the agency’s May 2017 response, we indicated our intention to
extend the implementation of all revised provisions of the WPS until guidance and training were
completed to allow state lead pesticide agencies to successfully implement the new rule,

Since May 2017, agency staff have continued to work collaboratively with the state departments
of agriculture to better understand what support states need to implement the new standard. EPA
statf have provided additional training, held meetings with agricultural stakeholders, and
developed more gutdance 1o help the agricultural community prepare for effective
implementation of the revised WPS. Furthermore, the agency has sought feedback from affected
stakeholders to identify which aspects of the rule might need clarification and, if necessary,
revision. This conversation continued most recently as part of the November 2, 2017, meeting of
the Pesticide Program Dialogue Committee (PPDC), a federal advisory committee providing
advice to the Otfice of Pesticide Programs® policy and regulatory decisions. During the
November 2017 meeting, the PPDC discussed three issues, also raised as part of the Regulatory
Reform effort initiated by the agency in response to Executive Order 13771: 1) minimum age for
agricultural handlers, 2) the designated representative provision, and 3) the application exclusion
zZone.

Based upon consideration of the feedback received over the past several months, the agency has
determined that it is not necessary {0 extend the compliance dates for the revised WPS, EPA will
allow the remaining provisions of the revised WPS to go into effect on January 2, 2018,
However, in light of the concerns raised in the public comments submitted in response to
Executive Order 13771 ("Reducing Regulation and Controlling Regulatory Costs” and Executive
Order 13777 (“Enforcing the Regulatory Reform Agenda™), as well as some of the targeted
suggestions for change expressed at the PPDC meeting, the EPA intends to issue a proposed rule

ReoyulsdiReoyaiable » Frintad wills Viegetabis ase & e 56 v P gt Free Reoydied Faper
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for public comment that would reconsider targeted aspects of the worker protection standard,
namely the provisions related to minimum age, the designated representative provision, and the
application exclusion zone. The agency will soon issue a notice in the Federal Register that
announces that the EPA has initiated a rulemaking process to reconsider these aspects of the
revised WPS. That Federal Register notice will also announce that the compliance dates in the
revised WPS published on November 2, 2015 remain in effect and that the EPA does not intend
to extend them.

The agency looks forward to continuing to work collaboratively with NASDA and all of the state
lead pesticide agencies to ensure that agricultural workers are adequately protected when
applying pesticides to produce America’s food and fiber. In addition, we want to continue our
joint efforts to ensure that as we work together to protect public health and the environment, we
are also meeting the needs of the rural economy.

Sincerely,

(:[a vl 2T

Charlotte Bertrand
Acting Principal Deputy Assistant Administrator
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Message

From: Bolen, Derrick [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=1FFC58B0468CADECA51A8BAD735B7D95-BOLEN, DERR]
Sent: 1/16/2018 2:15:00 PM

To: Jay Vroom [JlVroom@croplifeamerica.org]

CC: Beck, Nancy [/o=ExchangeLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]

Subject: RE: Meeting Invitation and Happy New Year!

Jay-

A working dinner the night of January 25 will work with Nancy’s schedule.

Thank you,
Derrick Bolen

From: Beck, Nancy

Sent: Wednesday, January 10, 2018 8:28 PM

To: Jay Vroom <JVroom®@croplifeamerica.org>

Cc: Keigwin, Richard <Keigwin.Richard@epa.gov>; Keller, Kaitlin <keller.kaitlin@epa.gov>; Bolen, Derrick
<bolen.derrick@epa.gov>

Subject: RE: Meeting Invitation and Happy New Year!

Hi Jay,
Happy New Year to you as well.
Thanks for the invitation. Let us check the calendars and we will get back to you shortly.

Regards,
Nancy

Nancy B. Beck, Ph.D., DABT

Deputy Assistant Administrator, OCSPP
P: 202-564-1273

M: 202-731-9910
beck.nancy@epa.goy

From: Jay Vroom [mailto: Mroom@croplifeamerica.org]
Sent: Wednesday, January 3, 2018 11:42 AM

To: Beck, Nancy <Beck. Nancy@epa. gov>

Cc: Keigwin, Richard <Ksigwin.Richardi@epa.gov>
Subject: Meeting Invitation and Happy New Year!

Hi Nancy, and happy new year.
I had a good chat with Rick yesterday covering a wide range of topics, including the NMFS “BIOP surprise” of last Friday!!

Rick tells me you're on a ship in the Pacific for a few more days—enjoy the down time.
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Our CLA Strategic Oversight Council is meeting January 25-26 here in DC—would like to invite you to meet with the
group. Best time would be a working dinner the night of January 25—at the Madison Hotel in downtown DC. Would
that work? If not could you stop by to join our meeting the afternoon of the 25" or morning (through lunch) on the
26'?

Thanks,
Jay

Jay Vroom

President & CEO

CroplLife America

1156 15' Street, NW

Suite 400

Washington, DC 20005

Ex. 6 i
Main Number: 202.296.1585

; Ex. 6 ;

Email: vroom@oroplifeamerica.or O —— -

Executive Assistant: Mary Jo Tomalewskﬁ E)(_ 6 Em’tomaiewﬁké Berpplifeamerica.org)
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Message

From: Papineni, Sabitha (S) [SPapineni@dow.com]
Sent: 12/4/2017 11:07:09 PM
To: Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]; Schweer, Greg
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4fe412a2024b4f548eeb02e7e931f484-GSchweer]

CC: Bolen, Derrick [/o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1ffc58b0468c4deca51a8bad735b7d95-Bolen, Derr]; Hanley, Mary
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=58e0d3d52d424d45ae88e4386ae4f8dd-Hanley, Mary]; Juberg, Daland {DR)
[DRIuberg@dow.com]

Subject: RE: PMN meeting

Attachments: DAS_PMN_Testing Justification_Final.docx

Importance: High
Thank you very much Nancy.
Dear Greg,

Appreciate yvour time and consideration on this issue.

Would there be an opportunity to discuss this further and to reevaluate the testing requirements with OPPT?

As Daland mentioned, the testing requirements of the PMNs were previously agreed on by DOW. However, we do not
agree with the reasons driving the

requirement of an OECD 422 {the reproductive and developmental screening study) via inhalation). OPPT stated that
they noted changes in pup body weights at the highest dose of 300 mg/skg/day with the analog {parent Rinskor active) in
the two generation reproduction and they consider the changes to be adverse and thus PMNs could have the potential
1o induce the same. However, we disagree with OPPT’s assessment of pup body weight changes and furthermore it also
contrasted with HED's assessment of the data for Rinskor active. In Sep 2017 when granting an unconditional
registration under FIFRA for Rinskor HED concluded that there are no treatment related effects to the parent or
offspring at any dose levels tested. In addition, based on lack of toxicity for Rinskor, no point of departures were
selected and no guantitative risk assessments were conducted.

Additional justification has been described in detail in the attached document {including exposure potential} for vour
review, Please note that OECD 422 will use significant number of rats, a total of ~800 rats including offspring.

Regarding the other endpoint of concern for OPPT, the skin sensitization- Rinskor is a weak dermal sensitizer and the
registrant would be willing to assign sensitization classification for PMNSs since appropriate risk mitigation measures such
as standard OSHA required PPE are already in place for manufacturing workers, Thus, we requests a waiver for
conducting an LLNA with the PMNs.

Based on this rationale and the discrepancy noted in the review of two-gen data between OPPT and HED based on which
ary OECD 422 was required, we would request OPPT for an opportunity to discuss this further and to reevaluate the
testing requirements.

Thanking you,

Sabitha Papineni, DVM, Ph.D

Senior Toxicologist

Human Health Assessment

Regulatory Sciences and Government Affairs
Dow AgroScicnces

9330 Zionsville Rd

Indianapolis, IN-46268
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E-mail:spapmeni@@dow .com

From: Beck, Nancy [mailto:Beck.Nancy@epa.gov]

Sent: Monday, December 04, 2017 12:30 PM

To: Juberg, Daland (DR) <DRJuberg@dow.com>

Cc: Bolen, Derrick <bolen.derrick@epa.gov>; Hanley, Mary <Hanley.Mary@epa.gov>; Papineni, Sabitha (S)
<SPapineni@dow.com>; Schweer, Greg <Schweer.Greg@epa.gov>

Subject: RE: PMN meeting

Thanks Daland.

Sabitha-

Since the time when you agreed to the order, have you had any discussions with Greg Schweer regarding the testing
concerns?

If not, | suggest you have your first meeting with Greg. | have cc’d him above.

Regards,
Nancy

Nancy B. Beck, Ph.D., DABT
Deputy Assistant Administrator, OCSPP
P: 202-564-1273

From: Juberg, Daland (DR) [mailto:DRluberg@dow com]

Sent: Monday, December 4, 2017 7:25 AM

To: Beck, Nancy <Beck Mancyi@epa.gov>

Cc: Bolen, Derrick <biglen.derrick@epa.zoyv>; Hanley, Mary <Hanlsy Mary@®epa.gov>; Papineni, Sabitha (S)
<SPapineni@dow.com>

Subject: RE: PMN meeting

Hi Nancy — ves, we are seeking a discussion on testing that was previously requested/agreed to — L am now
going to simply bring in Sabitha Papineni to this discussion and ask her to liase with you and EPA directly on
next steps. Thanks for your collective efforts.

From: Beck, Nancy [mailto:Beck Mancy@epa.gov]

Sent: Friday, December 01, 2017 7:41 PM

To: Juberg, Daland (DR) <DRIuberg@dow. com>

Cc: Bolen, Derrick <bolan.derrick@epa.gov>; Hanley, Mary <Hanley Mary@epagov>
Subject: RE: PMN meeting

Daland,

Apologies for the delay in getting back to you.

Staff are telling me that these PMNs are ones which EPA has approved and Dow has already commenced production. Is
that correct?

Are you seeking a discussion on testing that was previously agreed to?

Regards,
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Nancy

Nancy B. Beck, Ph.D., DABT

Deputy Assistant Administrator, OCSPP
P: 202-564-1273

M Ex. 6
beck.nancy@epa.gov

From: Juberg, Daland (DR) [maiito: DRlubers @ dow,com]
Sent: Thursday, November 16, 2017 8:51 AM

To: Beck, Nancy <Beck.Nancyi@epa.gov>

Cc: Bolen, Derrick <hglen.derrick®@epa.gov>

Subject: RE: PMN meeting

MNaney, Derrick — this s the high-level situation for your review and suggested next steps. I left the two PMIN
identifiers on Nancy’s VM. Below summary 1s from the lead toxicologist on the team and based on your
recommendation for next steps (30 min initial call, F2F meeting, etc.), I will then bring her/the team into this

-

and let them lead from here with EPA. Many thanks.

OPPT has requested the following testing for Rinskor PMNs:
1} Genotox {Ames and micronucleus)
2} Dermal Sensitization
3} QFCD 422 vig inhalation with TK and or micronucleus {this is repeat dose toxicity combined with reproductive
and developmental screening which requires 800 rats} {only for one of the intermediate- depending on the
results, it will be triggered for other intermediate).

DAS rationale for not reguiring the testing for PMNs:

A} Lack of Hazard potential for PMNs:

1} Rinskor {a new rice herbicide and the parent active) is considered as an appropriate surrogate or analog for
these PMNs for read-across.

s Rinskor {Florpyrawdfen benzyl} was granted unconditional registration under FIFRA as rice herbicide
i September, 2017,

s it was also granted a reduced risk designation based on it low human health risk profile,

s Based on lack of toxicity for Rinskor, no point of departures were selected and no quantitative risk
assessments were conducted.

2} The basis to ask for QECD 422 for was OPPT's evaluation of Rinskor two-generation reproduction study
results indicating that the changes in pup body weights at the highest dose of 300 mg/kg/day. However, this
assessment is in contrast to what HED has condluded suggesting that there are no treatment related effects
to the parent or offspring at any dose levels tested with Rinskor.

3} Rinskor is a weak dermal sensitizer, DAS is willing to take sensitization classification for PMNs as appropriate
risk mitigation measures such as standard OSHA required PPE are already in place for manufacturing
workers.

B} Lack of Exposure Potential for PMNs:

1} Both PMNs have low vapor pressure reducing exposure potential via inhalation

2} Gastro plus Simulation and EPA’s MPPD models consistently predicted a lower inhalation absorption for
both PN,

3} Both PMNs are predicted to exhibit sublinear kinetics similar to Rinskor.

4} Most importantly, itis a closed manufacturing system reducing exposure to workers and

a. furthermore, workers wear PPE that minimizes both dermal and inhalation exposures
i. Supplied air breathing hood,
fi. Tyvek or PYC Suit,
itl, nitrile under neoprene gloves taped to suit
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{} Pesticide Intermediate is the only use for the PMNs:
1} Patent protected until 2032 and beyond
2} Generic production unlikely for 12-15 years due to barrier to entry with data compensability under FIFRA statues
31 Complex synthetic route and no closely related analogs

As per Lautenberg New Chemical Safety act reguirement under Section 4 testing of chemicals by manufacturers,
importers, and processors is only required “where risks or exposures of concern are found” .

Based on the above rationale for Rinskor PMN substances, since there is no hazard or exposure potential, there is no
Risk, DAS believes Rinskor PMN substances do not trigger the criteria for any additional testing.

From: Beck, Nancy [maiito:Beck Nancyfepa.gov]
Sent: Wednesday, November 15, 2017 9:00 AM
To: Juberg, Daland (DR) <DRlubers@dow.com>
Cc: Bolen, Derrick <bolen.derrick@ena.sow>
Subject: PMN meeting

Daland,

Got your message and | presume you are referring to a new chemical issue. Happy to have a 30 minute meeting (phone
or in person). Derek can help get it on my calendar and if you tell me or him the PMN number we can ensure correct
experts attend as well. You may not want to email the PMN number as it may likely be CBI.

If you were referring to something else, just let me know the topic.
Regards,
Nancy

%k %k % %k %k ok ok gk %k sk sk sk ok sk %k sk sk ok ok sk sk ok ok ok ok gk sk sk ok ok ok sk sk ok ok ok ok sk sk ok ok ok sk sk sk sk kdk sk sk sk sk ok ok sk ko k k ok k

Nancy B. Beck, Ph.D., DABT

Deputy Assistant Administrator

Office of Chemical Safety and Pollution Prevention
P: 202-564-1273

M:i Ex. 6

beck nancy@epa.goy

Sierra Club v. EPA 18cv3472 NDCA Tier 3/4 ED_002061_00039502-00004



Message

From: Ray McAllister [RMcAllister@croplifeamerica.org]

Sent: 7/19/2018 1:49:01 PM

To: Bodine, Susan [/o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8¢c2cc6086fcc44c3bebb5d32b262d983-Bodine, Sus]

CC: Starfield, Lawrence [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8a89d6cd217d4254a5879%9abech3f314e-Starfield, Lawrencel; Morris, leff
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=55¢34872e6ead40cab78be910aec63321-Morris, Jeff]; Wise, Louise
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cf7be035dad4b45a3a7d45c84c9f4b4a3-LWisel; Beck, Nancy
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]; Keigwin, Richard
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=151baabb6a2246a3a312f12a706c0a05-Richard P Keigwin Jr]; Messina,
Edward [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=95521fbf4e34496a879e364faf7e5aa8-Messina, Edward]; Letendre, Daisy
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b691ccccab264ae09df7054c7f1019¢cb-Letendre, D; Sharpe, Kristinn
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f440784f845946cca8b5102d93e8e1d0-Vazquez, Kristinn]; janet collins
[fo=Exchangelabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=usera98e8fe5]; Jay
Vroom [JIVroom@croplifeamerica.org]; Allison Jones {allisonjones@naicc.org) [allisonjones@naicc.org]

Subject: Importance of the GLP Audit and Inspection Program

Ms. Bodine:

On behalf of Crop Life America (CLA) and the National Association of Independent Crop Consultants (NAICC), we want to

follow u

p the CLA visit with you on May 10 with more detail on the importance of the Good Laboratory Practice (GLP)

Audit and Inspection program to the crop protection industry. We would welcome the opportunity to continue this
conversation. | am taking the liberty of copying other EPA leaders with a stake in this program.

Sierra Club

We are concerned about a loss of vision within the management at the Environmental Protection Agency (EPA)

regarding what the GLP program should do and be and accomplish.

The GLP inspection and audit program is being starved of resources and personnel. In 1994, when the program

was under the Office of Prevention, Pesticides, and Toxic Substances (OPPTS), there were 19 inspectors, 6

support staff, and a contractor supporting the GLP program. Currently in the Office of Enforcement and

Compliance Assurance (OECA) there are 4 inspectors and no support staff.

A reasonable frequency of audit and inspection of the individual labs and facilities is necessary to assure EPA of

the quality and integrity of the data supporting pesticide product registrations, as required by law, regulation,

and international agreement.

There are some 1400 laboratories, facilities, and field sites in the US participating in GLP research on pesticides.

With current staffing of the audit and inspection program, keeping up with that number of facilities seems like

an impossible task.

By comparison, the burden of other GLP audit and inspection programs is more balanced, for example: US-FDA

(300 labs, 75 inspectors); Canada (40 labs, 23 inspectors); UK (100 labs, 8 inspectors); Germany (160 labs, 53

inspectors). Many of these inspectors in other programs are part time.

If inspections are not conducted with sufficient frequency, registrants may feel obligated to take their research

to foreign contract research organizations (CROs), leading to loss of business for US laboratories.

The US is obligated as a member of the Organization for Economic Cooperation and Development (OECD) to

comply with requirements of formal OECD Decisions regarding GLP and audits and inspections. This has a direct

bearing on the ability of US industry to operate internationally. Among other things, these requirements cover:
o The nature and frequency of audits and inspections;
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o Providing statements of such audits and inspections to foreign governments in a timely manner.

e Historically, US has had a preeminent role in the development and management of the GLP and Mutual
Acceptance of Data (MAD) programs under OECD. In recent years, EPA participation in the OECD GLP
Committee and other international forums has been curtailed, resulting in loss of leadership, where the US
should be in the forefront. The US should maintain active engagement in moulding and shaping the future
direction of MAD.

e Because the EPA does not issue compliance certificates to GLP facilities, the inspection closure letters from EPA
are vital in the registration submission process to many other countries, to assure studies have been conducted
in a GLP-compliant facility. Lack of the closure letter creates a significant barrier to acceptance of US studies by
other countries.

e Registrants experience delays in registrations when they have to obtain a closure letter from the laboratory to
send to the monitoring authority in the foreign government. The current practice is to obtain the closure letter
in advance to include with the study report in the registration application, and not wait for the monitoring
authority to make a request.

e New CROs have a hard time breaking into the business, because of lack of inspections and lack of the ability to
be inspected.

e The industry — both registrants and CROs — have a great deal of confidence in and respect for Francis Liem who
has led the audit and inspection effort for many years. The Agency must maintain this level of experience and
expertise.

e Interaction of audit and inspection staff with industry has been curtailed. We depend on frequent interaction
with them in meetings and conferences to keep up to date on the latest developments in GLP.

e The prospect of additional funding authorized by the Pesticide Registration Improvement Act (PRIA) to bolster
the GLP program is heartening. It is the clear intent of PRIA legislation that this additional funding supplement,
and not replace, current funding from appropriations. It is essential that the new funds set aside for this
purpose be spent exclusively on the GLP program.

e In 2016 there was serious consideration of moving the audit and inspection program to the Office of Chemical
Safety and Pollution Prevention (OCSPP). We felt then and still feel now that this would be a very positive step
for the program.

o The GLP program began in OPPTS {now known as OCSPP), and was located there until the mid 1990s.

o The principle purpose of EPA’s GLP program is to support the registration decisions made by the Office
of Pesticide Programs (OPP) within OCSPP.

o  With such an organizational change, the GLP program could be more responsive to the audit and
inspection needs of OPP for specific studies and facilities.

o Administration of funds from product maintenance fees under PRIA for the GLP program would be
simpler and more straightforward in OCSPP, which administers all other PRIA funds.

o The GLP program does not audit or inspect research performed by OPP, so the organizational
connection would not represent a conflict of interest.

o OCSPP can maintain the appropriate organizational structure to assure independence of the GLP
program.

e Arobust GLP program in full compliance with the OECD MAD requirements demonstrates to all stakeholders the
integrity of industry-supported and generated data that underpin pesticide registrations in the US and around
the world. The EPA has a significant responsibility to vigorously defend its Pesticide Programs, and the GLP
program should contribute in that regard.

Ray S. McAllister, Ph.D.
Senior Director, Regulatory Policy
CroplLife America
202-872-3874 (office)
Ex. 6

Allison Jones
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Executive Vice President

National Alliance of Independent Crop Consultants (NAICC)
901861 0511

Allisonlones@MAICC org

wwnw MAICC org

CC:
Larry Starfield, Principal Deputy Assistant Administrator, OECA
Jeff Morris, Director, OPPT; chief US Head of Delegation to OECD on Chemicals
Nancy Beck, Acting Assistant Administrator, OSCPP
Louise Wise, Deputy Assistant Administrator, OSCPP
Rick Keigwin, Director, OPP
Ed Messina, Acting Deputy Director, OPP
Daisy Letendre, Smart Sectors Program
Kristinn Sharp, Smart Sectors Program
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Message

From: Juberg, Daland (DR) [DRIuberg@dow.com]

Sent: 11/30/2017 12:56:39 AM

To: Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]

CC: Bolen, Derrick [/o=ExchangelLabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=1ffc58b0468c4deca51a8bad735b7d95-Bolen, Derr]
Subject: RE: PMN meeting

Hi Nancy —~ my colleague, Sabitha, Papinent, who covers this 1ssue for us 18 wondering if you have had a chance
to suggest next steps relative to a possible meeting or phone call?

My thanks.

Praland

Daland R. Juberg, Ph.D., Fellow, ATS
Human Health Science Policy
Regulatory Sciences

Dow AgroSciences LLC
9330 Zionsville Road, Indianapolis, IN 46268

Office: Ex. 6 { DR Juberg(@dow.com
www.dowagro.com

From: Juberg, Daland (DR}

Sent: Thursday, November 16, 2017 6:27 PM
To: 'Beck, Nancy' <Beck.Nancy@epa.gov>
Cc: Bolen, Derrick <bolen.derrick@epa.gov>
Subject: RE: PMN meeting

Thank vou.

From: Beck, Nancy [maiito:Beck Nancy@apa.gov]
Sent: Thursday, November 16, 2017 6:22 PM

To: Juberg, Daland (DR) <DR}ubers@dow. com>
Cc: Bolen, Derrick <bolen.derrick@ena.gov>
Subject: RE: PMN meeting

Daland,
Thanks for the note
Let me circle back with OPPT staff and will let you know about what type of meeting we will want to set up.
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Regards,
Nancy

Nancy B. Beck, Ph.D., DABT
Deputy Assistant Administrator, OCSPP
P: 202-564-1273

Ex. 6

From: Juberg, Daland (DR) [mailto:DRIuberg@dow com]
Sent: Thursday, November 16, 2017 8:51 AM

To: Beck, Nancy <Beck Mancyi@epa.gov>

Cc: Bolen, Derrick <bolen.derrick@epa.zov>

Subject: RE: PMN meeting

Nancy, Derrick — this 1s the high-level situation for your review and suggested next steps. Tleft the two PMN
identifiers on Nancy’s VM. Below summary is from the lead toxicologist on the team and based on your
recommendation for next steps (30 min initzal call, F2F meeting, etc.), I will then bring her/the team into this
and let them lead from here with EPA. Many thanks,

OFPT has requested the following testing for Rinskor PMNs:
1} Genoctox {Ames and micronucleus)
2} Dermal Sensitization
3} OECD 422 vie inhalation with T and or micronucleus {this is repeat dose toxicity combined with reproductive
and developmental screening which requires 800 rats) {only for one of the intermediate- depending on the
results, it will be triggered for other intermediate).

DAS rationale for not reguiring the testing for PMNs:

A} Lack of Hazard potential for PMNs:
1} Rinskor {a new rice herbicide and the parent active) is considered as an appropriate surrogate or analog for
these PMNs for read-across.
s Rinskor {Florpyrauxifen benzyl) was granted unconditional registration under FIFRA as rice herbicide
in September, 2017,
e it was also granted a reduced risk designation based on it low human health risk profile.
s Based on lack of toxicity for Rinskor, no point of departures were selected and no quantitative risk
assessments were conducted.

2} The basis to ask for OECD 422 for was OPPT's evaluation of Rinskor two-generation reproduction study
results indicating that the changes in pup body weights at the highest dose of 300 mg/ke/day. However, this
assessment is in contrast o what HED has condluded suggesting that there are no treatment related effects
to the parent or offspring at any dose levels tested with Rinskor,

Rinskor is a weak dermal sensitizer, DAS is willing to take sensitization classification for PMNs as appropriate
risk mitigation measures such as standard OSHA required PPE are already in place for manufacturing
workers,

B} Lack of Exposure Potential for PMNs:

1} Both PMNs have low vapor pressure reducing exposure potential via inhalation

2} Gastro plus Simulation and EPA's MPPD models consistently predicted a lower inhalation absorption for

both PMNs,

3} Both PMNs are predicted to exhibit sublinear kinetics similar to Rinskor.

{#5]
s
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4} Most importantly, it is a closed manufacturing system reducing exposure to workers and
a. furthermore, workers wear PPE that minimizes both dermal and inhalation exposures
. Supplied air breathing hood,
il. Tyvek or PVC Suit,
i, nitrile under neoprene gloves taped to suit

€} Pesticide intermediate is the only use for the PMNs:
1} Patent protected until 2032 and beyond
2} Generic production unlikely for 12-15 years due to barrier to entry with data compensability under FIFRA statues
3} Complex synthetic route and no closely related analogs

As per Lautenberg New Chemical Safety act requirement under Section 4 testing of chemicals by manufacturers,
importers, and processors is only required “where risks or exposures of concern are found” .

Based on the above rationale for Rinskor PMN substances, since there is no hazard or exposure potential, there is no
Risk, DAS believes Rinskor PMN substances do not trigger the criteria for any additional testing.

From: Beck, Nancy [mailto:Beck Mancy@epa.gzov]
Sent: Wednesday, November 15, 2017 9:00 AM
Te: Juberg, Daland (DR) <Dfiluberg@dow. com>
Cc: Bolen, Derrick <boten. derrick@epa.gow>
Subject: PMN meeting

Daland,

Got your message and | presume you are referring to a new chemical issue. Happy to have a 30 minute meeting {(phone
or in person). Derek can help get it on my calendar and if you tell me or him the PMN number we can ensure correct
experts attend as well. You may not want to email the PMN number as it may likely be CBI.

if you were referring to something else, just let me know the topic.
Regards,
Nancy

sk ok ok ok ok ok ok ok ok ook ok ok ok ok ok ok ok ok ok ok ok ok ok ok ok ok okook ok ok ok ok ok ok ok ok ok ok ok ok ok ook ook ok ok ok ok ok ko ok R ko R ok
Nancy B. Beck, Ph.D., DABT

Deputy Assistant Administrator
Office of Chemical Safety and Pollution Prevention
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Message

From: Deziel, Dennis (DR) [DRDeziel@dow.com]
Sent: 1/11/2018 10:46:06 PM
To: Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancyl; Bolen, Derrick
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1ffc58b0468c4deca51a8bad735b7d95-Bolen, Derr]

Subject: Re: Lunch

Ha! Friday is usually good! Like next Friday.

Get Cutlook for s

From: Beck, Nancy <Beck.Nancy@epa.gov>
Sent: Thursday, January 11, 2018 5:41:19 PM
To: Deziel, Dennis (DR); Bolen, Derrick
Subject: RE: Lunch

I have a meeting til noon.
Nice that you are still in the old EPA habit of 4 day work weeks...

Derrick can you help us find another window. Fridays are really best for me (sorry Dennis)..

Nancy B. Beck, Ph.D., DABT
Deputy Assistant Administrator, OCSPP
P: 202-564-1273

back. nancy@iepa.gov

From: Deziel, Dennis (DR) [mailto:DRDeziel@dow.com]

Sent: Thursday, January 11, 2018 5:31 PM

To: Beck, Nancy <Beck.Nancy@epa.gov>; Bolen, Derrick <bolen.derrick@epa.gov>
Subject: Re: Lunch

I'have a 1pm train. Can we eat early?

Get Outlook for 108

From: Beck, Nancy <Beck. MNancy@epa. o>
Sent: Thursday, January 11, 2018 5:22:26 PM
To: Deziel, Dennis (DR); Bolen, Derrick
Subject: RE: Lunch

Does tomorrow work?

Nancy B. Beck, Ph.D., DABT
Deputy Assistant Administrator, OCSPP
P: 202-564-1273
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M:! Ex. 6
back nancy@iepa.gov

From: Deziel, Dennis (DR) [mailio:DRDezisitddow.com]

Sent: Tuesday, January 9, 2018 2:05 PM

To: Bolen, Derrick <boien.derrick@aepa.cov>; Beck, Nancy <Beck Mancy @ enagov>
Subject: Lunch

Nancy, Derrick —

Happy New Year! I'd like to schedule a quick lunch soon so we can catch up and maybe talk about a few issues, hear
about your travels.

Please let me know. Thank you, Dennis

Ex. 6 { NEW?!) | Drdeziel@dow.com

Introducing @dowpolicy - Let's talk together to solve fogether
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Message

From: luberg, Daland (DR) [DRIuberg@dow.com]
Sent: 1/17/2018 9:52:24 PM
To: Bolen, Derrick [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=1ffc58b0468c4deca51a8bad735b7d95-Bolen, Derr]; Beck, Nancy
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]

Subject: Arrived

I believe I am the correct lobby as it is the epa building I have been in before, no hurry I know I am early. Came
in off constitution avenue

Sent from my iPhone
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Message

From: Segal, Scott [scott.segal@bracewell.com]

Sent: 1/19/2018 10:11:34 PM

To: Segal, Scott [scott.segal@bracewell.com]

Subject: PRG Reception Welcoming Anna Burhop, Stoney Burke, Liam Donovan, and Christine Wyman

Having trouble reading this email? View 1o vour browser.

PRG Welcome Reception

doin us as we ralse 2 glass to celebrate the newest members of the PRG team:

Snna Burhop, Princinal

Stoney Burke, Princioal

Liam Donovan, Principal
Christine Wyman, Senlor Lounsel

Monday, January 28, 2018
580 Pl -~ 7 R0 PR
Atld 1o Calendar

Charlie Palmer Sleak
101 Constitution Ave MW, TP Blany
Washingtan D0
Dieeetions

Bloaan olick hars tp BEYD
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SCOTT SEGAL
Partner
seott segalopolicyres.com

T +1202 8283845 | Fr +1.800.404 3970

POLICY RESOLUTION GROU?P | BRACEWELL LLP
2061 M Stroet NV, ‘f% uite 900 | Washingion, DO | 20036-3310
policvres.com | profile | dowrdoad v-card

CONFIDENTIALITY STATEMENT
Tris message is sent by a izw firmn and may contain information that is privil

aged or confidential. if vou received this
ansmission in error, plesse notify the sender by re mail ang the meass
fransmission in error, pie notify the sender by reply e-mail and delete the mes

age and any affachments,
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Message

From: Bolen, Derrick [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=1FFC58B0468C4DECA51A8BAD735B7D95-BOLEN, DERR]

Sent: 11/17/2017 7:47:17 PM

To: Juberg, Daland (DR) [DRJuberg@dow.com]

CC: Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]

Subject: RE: PMN meeting

Daland-
Below is the link for the 12/6 public meeting.

Bttos:/ Swww . ena.sov/assessing-and-managing-chemicals-under-tsca/meetings-and-webinars-amended-toxic-
substances-control

Thank you,
Derrick Bolen

From: Beck, Nancy

Sent: Friday, November 17, 2017 7:18 AM

To: Juberg, Daland (DR) <DRJuberg@dow.com>
Cc: Bolen, Derrick <bolen.derrick@epa.gov>
Subject: Re: PMN meeting

Ok. FYI. We are having a big public meeting on new chemicals December 6. Derrick can send you the link to the meeting
information and materials if you don't have it already.

Nancy B. Beck, Ph.D., DABT

Deputy Assistant Administrator, OCSPP
P: 202-564-1273

M:i Ex. 6

Beck Mancyi@epa.cov

On Nov 17, 2017, at 7:07 AM, Juberg, Daland (DR) <CEluberg@dow.com> wrote:

Nancy, 1 should have mentioned (and T can get specifics on date, OPPT staff) that the team here
has had one meeting already, but probably 6 or more months ago relative to testing requested,
consent order imelines, etc. Let me at least get date/names and that might provide more
background from EPA’s side.

From: Beck, Nancy [maiito:Beck Nancy@epa.gov]
Sent: Thursday, November 16, 2017 6:22 PM

To: Juberg, Daland (DR) <DRlubers@dow.com>
Cc: Bolen, Derrick <boten.derrick@ena.sow>
Subject: RE: PMN meeting

Daland,
Thanks for the note
Let me circle back with OPPT staff and will let you know about what type of meeting we will want to set

up.
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Regards,
Nancy

Nancy B. Beck, Ph.D., DABT
Deputy Assistant Administrator, OCSPP
P:202-564-1273

From: Juberg, Daland (DR) [mailto:DRIuberg@dow com]
Sent: Thursday, November 16, 2017 8:51 AM

To: Beck, Nancy <Beck Mancyi@epa.gov>

Cc: Bolen, Derrick <polen.derrick@epa.zov>

Subject: RE: PMN meeting

Nancy, Derrick — this 1s the high-level situation for your review and suggested next steps. Tleft
the two PMN identifiers on Nancy’s VM. Below summary is from the lead toxicologist on the
team and based on vour recommendation for next steps (30 min initial call, F2F meeting, etc.), 1
will then bring her/the team into this and let them lead from here with EPA. Many thanks.

OFPT has requested the following testing for Rinskor PMNs:
1) Genoctox {Ames and micronucleus)
2) Dermal Sensitization
3) OECD 422 vie inhalation with TK and or micronucleus (this is repeat dose toxicity combined with
reproductive and developmental sereening which requires 800 rats) (only for one of the
intermediate- depending on the results, it will be triggered for other intermediate).

DAS rationale for not reqguiring the testing for PMNs:

A) Lack of Hazard potential for PMNs:

1) Rinskor {a new rice herbicide and the parent active) is considerad as an appropriate
surrogate or analog for these PMNs for read-across.

e Rinskor {Florpyrauxifen benzyl} was granted unconditional registration under FIFRA
as rice herbicide in September, 2017,

e it was also granted a reduced risk designation based on it low human health risk
profile,

e Based on lack of toxicity for Rinskor, no point of departures were selected and no
guantitative risk assessments were conducted.

2) The basis to ask for QECD 422 for was OPPT's evaluation of Rinskor two-generation
reproduction study results indicating that the changes in pup body weights at the highest
dose of 300 mg/kg/day. However, this assessment is in contrast to what HED has concluded
suggesting that there are no treatment related effects to the parent or offspring at any dose
levels tested with Rinskor.

3) Rinskor is a weak dermal sensitizer, DAS is willing to take sensitization classification for
PMINs as appropriate risk mitigation measures such as standard OSHA reguired PPE are
already in place for manufacturing workers.

B) Lack of Exposure Potential for PMNs:
1) Both PMNs have low vapor pressure reducing exposure potential via inhalation
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2) Gastro plus Simulation and EPA’s MPPD models consistently predicted a lower inhalation
absorption for both PMNs,
3) Both PMNs are predicted to exhibit sublinear kinetics similar to Rinskor.
4) Most importantly, itis a closed manufacturing system reducing exposure to workers and
a. furthermore, workers wear PPE that minimizes both dermal and inhalation
eXpOsUres
i. Supplied air breathing hood,
ii. Tywek or PYC Suit,
iii. nitrile under neoprene gloves taped to sult

C) Pesticide intermediate is the only use for the PMNs:
1) Patent protected until 2032 and beyond
2) Generic production unlikely for 12-15 years due to barrier to entry with data compensability
under FIFRA statues
3) Complex synthetic route and no closely related analogs

As par Lautenberg New Chemical Safety act requiremeant under Section 4 testing of chemicals by
manufacturers, importers, and processors is only required “where risks or exposures of concern are

found” .

Based on the above rationale for Rinskor PMN substances, since there is no hazard or exposure
potential, there is no Risk, DAS believes Rinskor PMN substances do not trigger the criteria for any
additional testing.

From: Beck, Nancy [miaiito:Beck Nancy@apa.gov]
Sent: Wednesday, November 15, 2017 9:00 AM
To: Juberg, Daland (DR) <DRlubers@dow.com>
Cc: Bolen, Derrick <holen.derrick@enasow>
Subject: PMN meeting

Daland,

Got your message and | presume you are referring to a new chemical issue. Happy to have a 30 minute
meeting (phone or in person). Derek can help get it on my calendar and if you tell me or him the PMN
number we can ensure correct experts attend as well. You may not want to email the PMN number as it
may likely be CBI.

If you were referring to something else, just let me know the topic.
Regards,
Nancy

ok ok ok ok ok ok ok ok ok ok ok ok ok K oK ok ok ok ok ok ok ok ok ok ok ok ok ok ok ook ok ok ok ok ok ok ok ok ok ok Kok ok ok ok ok ok ok ok ok Rk

Nancy B. Beck, Ph.D., DABT

Deputy Assistant Administrator

Office of Chemical Safety and Pollution Prevention
P:202-564-1273

M:i Ex. 6

heck.nancy@ena.gov
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Message

From: Juberg, Daland (DR) [DRIuberg@dow.com]

Sent: 11/15/2017 4:50:32 PM

To: Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]

CC: Bolen, Derrick [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=1ffc58b0468c4deca51a8bad735b7d95-Bolen, Derr]
Subject: RE: PMN meeting

Thanks, Nancy - let me collect a bit more specific information to address your note below and will be back in
touch with you and Derek.

From: Beck, Nancy [mailto:Beck.Nancy@epa.gov]
Sent: Wednesday, November 15, 2017 9:00 AM
To: Juberg, Daland (DR) <DRJuberg@dow.com>
Cc: Bolen, Derrick <bolen.derrick@epa.gov>
Subject: PMN meeting

Daland,

Got your message and | presume you are referring to a new chemical issue. Happy to have a 30 minute meeting (phone
or in person). Derek can help get it on my calendar and if you tell me or him the PMN number we can ensure correct
experts attend as well. You may not want to email the PMN number as it may likely be CBI.

If you were referring to something else, just let me know the topic.
Regards,
Nancy

ok o o o ok ok ok ok oK ok ok ok ok ok K ok ok ok ok ok ok oKk ok ok ok ok ok ok ok ook ok ok ok ok ok ok ok ok ok ok ok ok ok ok ok ok ok Kok R ok ok ok

Nancy B. Beck, Ph.D., DABT
Deputy Assistant Administrator
Office of Chemical Safety and Pollution Prevention

heck nancyi@epa. gov
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Message

From: Liu, Andrew H [ANDREW.H.LIU@chemours.com]
Sent: 9/20/2017 1:52:06 PM
To: Beck, Nancy [/o=ExchangelLabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]
Subject: RE: Greetings!

Sensitivity: Private
Flag: Foliow up
Hi Nancy,

Hope your week is going well!
Here is what | have heard. Sorry if there’s redundant information you already know.

| assume SAHTECH has been the people contacting you? As you know, they are a semi-governmental organization
(hitp:/ Awwew sahiech.org/content/en/sahtech/About.aspx). Taiwan Environmental Protection Administration (EPA)
contract services from SAHTECH for technical support. Dr. Liis a key leader and the main outward-facing representative
for the organization. SAHTECH participates heavily in international meetings to represent Chinese Taipei.

| understand that SAHTECH has submitted a revised agenda to Taiwan EPA for approval before sending to you.

The main government sponsor is the Taiwan EPA Toxic Chemical Substance Bureau who has responsibility to implement
the Toxic Chemical and Substances Control Act (TCSCA), but the opening will likely be by someone on the ministerial
level. Thisisanimportant timing for Taiwan EPA because their New Chemicals program has started recently and their
existing chemicals program is drafted, but not finalized. They are no longer simply implementing their version of REACH,
like Korea. They are focusing their resources on the draft list of the initial 122 substances. And they are building
flexibility in the data generation/requirements.

| am told that they are very interested in US EPA experience under TSCA and LCSA, such as changes, progress, status,
lessons, stakeholder input/expectations, challenges. | think they are also interested in past experiences, such as the
Work Plan.

My understanding is that you’ll be the keynote speaker, followed by representatives from EU, Korea and Vietnam. It
seems the second day will include additional words from you, followed by a panel discussion with Q/A, and an industry
section in the afternoon. There may be a change of location to the Taiwan EPA offices for discussion among the
regulators after the public forum.

Industry participation will be mostly by multinational companies, AMCHAM, and Taiwan Responsible Care Association.

I hope you don’t mind unsolicited info to provide a backdrop... | thought this was an interesting 2015 op-ed piece from
Brookings hittps: /fwww brookinegs.edu/opinions/environmental-issues-facing-talwan/. Public outcry and politics
definitely come into play. Recently Taiwan EPA was trying to revamp their hazards classifications list reflect better
scientific understanding. My understanding media and grandstanding politician created public fervor that derailed the
effort, even though it made more sense. Just my interpretation of what | heard from multiple sources...

To be balances, the concerns are not unfounded. Again, for backdrop: https://business-humanrights.org/en/workplace-
exposure-to-toxic-chemicals-lawsuit-re-talwan

Hope this helps, Nancy.
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Ex. 6

Take care!

Andy

From: Beck, Nancy [mailto:Beck.Nancy@epa.gov]
Sent: Wednesday, September 20, 2017 9:39 AM

To: Liu, Andrew H <ANDREW.H.LIU@chemours.com>
Subject: RE: Greetings!

Sensitivity: Private

Hi Andy,

Ex. 6

Thanks Andy,
Nancy

Nancy B. Beck, Ph.D., DABT

Deputy Assistant Administrator, OCSPP
P: 202-564-1273

M:i Ex. 6 ;
beck.nancy@epa.goyv

From: Liu, Andrew H [imzilto: ANDREW M. LIU@chemours.com]
Sent: Friday, September 15, 2017 8:18 AM

To: Beck, Nancy <Beck. Nancy@epa. gov>

Subject: RE: Greetings!

Sensitivity: Private

Hi Nancy,

As for Taiwan, | know some of the people who will attend, but will get back to you when | have better and more
complete information.
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I love visiting Japan! When will you be there? It sounds like a great opportunity to work with MOE! | have mostly dealt
with METI and NITE, who participated in the OECD Clearing House on New Chemicals

(hitp: fwewew oecd org/chemicalsafety/risk-assessment/proceduresfornatificationofnewchemicals.him). Really good
group, and | have the utmost respect for Greg Schweer. | think the work on correlation between available data and
Polymer Exemption (or Polymer of Low Concern, PLC in some other countries) criteria is really cool

(https:fwww . cecd. orgfenv/ehs/risk-assessment/42081 261 ndf)! My understanding is that this work contributed to
Japan’s decision to introduce a PLC option for their notification scheme.

OK... I have drunk the cool-aid. | really think these collaborative efforts with stakeholder input are good for society
because governments can be more efficient and effective with available resources.

It's too bad that OECD did not choose to continue to sponsor this group. | can understand the rationale from the
perspective of all the EU countries, for whom there are no longer “new chemicals”. However, for the US, Canada,
Australia, Japan, and the rest of the world, this is still relevant. | admire Greg’s efforts to continue the effort
independently. | think he said that Canada and Australia are interested and actively engaging. | am not sure if Japan is. |
look forward to the new structure, but know it’s a VERY busy time for OPPT CCD.

Take care! I'll send more info about Taiwan attendees, setting, etc.

Andy

From: Beck, Nancy [mailto:Back Nanoy@epa.gov]
Sent: Thursday, September 14, 2017 6:27 PM

To: Liu, Andrew H <&RNDREW . H.LIL@chemours.com>
Subject: RE: Greetings!

Sensitivity: Private

Hi Andy,

Ex. 6

Yes, I'm going to Taiwan—any insights you have on the meeting and attendees would be welcomed to help me
understand the audience and what type of remarks would be useful.

I’'m tacking onto it a trip to Japan as well to meeting with their Ministry of Environment. I'm very excited!!
Looking forward to seeing you there.

Nancy

Nancy B. Beck, Ph.D., DABT

Deputy Assistant Administrator, OCSPP
P: 202-564-1273 .

M ExX.6 |

btk Nancyaiena. sov

From: Liu, Andrew H [mailto: ANDREW. H.LIL@chemours.com]
Sent: Wednesday, September 13, 2017 9:33 PM

To: Beck, Nancy <Beck Nancy@epa.gov>

Subject: Greetings!

Sensitivity: Private
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Hi Nancy,

How was your summer? Ex. 6

Hope the crazy busy has calmed down a bit. Our “transformation” is still going strong.

Ex. 6 ‘Then fly to
Taiwan on the 7" to attend the regulatory forum, returning to the US on Nov 11. Mmm... soup dumplings, broth
noodles, shaved ice...

Are you still planning to go?
Take care!

Andy

This communication is for use by the intended recipient and contains information that may be Privileged,
confidential or copyrighted under applicable law. If you are not the intended recipient, you are hereby formally
notified that any use, copying or distribution of this e-mail, in whole orin part, is strictly prohibited. Please notify
the sender by return e-mail and delete this e-mail from your system. Unless explicitly and conspicuously
designated as "E-Contract Intended”, this e-mail does not constitute a contract offer, a contract amendment, or
an acceptance of a contract offer. This e-mail does not constitute a consent to the use of sender's contact
information for direct marketing purposes or for transfers of data to third parties.

Francais Deutsch ltaliano Espanol Portugues Japanese Chinese Korean

hitos/Awww chemours.com/Chemours Home/en US/emall disclaimer himi

This communication is for use by the intended recipient and contains information that may be Privileged,
confidential or copyrighted under applicable law. If you are not the intended recipient, you are hereby formally
notified that any use, copying or distribution of this e-mail, in whole orin part, is strictly prohibited. Please notify
the sender by return e-mail and delete this e-mail from your system. Unless explicitly and conspicuously
designated as "E-Contract Intended”, this e-mail does not constitute a contract offer, a contract amendment, or
an acceptance of a contract offer. This e-mail does not constitute a consent to the use of sender's contact
information for direct marketing purposes or for transfers of data to third parties.

Francais Deutsch ltaliano Espanol Portugues Japanese Chinese Korean

hitos:/fweww chemaours.com/Chemours Home/en US/emall disclaimer himi

This communication is for use by the intended recipient and contains information that may be Privileged,
confidential or copyrighted under applicable law. If you are not the intended recipient, you are hereby formally
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notified that any use, copying or distribution of this e-mail, in whole orin part, is strictly prohibited. Please notify
the sender by return e-mail and delete this e-mail from your system. Unless explicitly and conspicuously
designated as "E-Contract Intended”, this e-mail does not constitute a contract offer, a contract amendment, or
an acceptance of a contract offer. This e-mail does not constitute a consent to the use of sender’s contact
information for direct marketing purposes or for transfers of data to third parties.

Francais Deutsch Italiano Espanol Portugues Japanese Chinese Korean

https://www.chemours.com/Chemours_Home/en_US/email_disclaimer.html
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Message

From: Icurcio@solutous.com [lcurcio@solutous.com]
Sent: 10/6/2017 9:22:30 PM
To: Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancyl; Ewing, Kevin
[kevin.ewing@bracewell.com]

CC: lcurcio@solutous.com

Subject: Re: Follow-Up

Thank you Nancy we appreciate your help on this one.. Safe travels.

Best regards,
Larry

Lawrence N. Curcio, Ph.D
President

The Solutous Group, LLC
(T) 919-942-0408

i Ex. 6 i
leurciol@solutous.com

------ Original message------
From: Beck, Nancy

Date: Fri, Oct 6, 2017 4:31 PM
To: Ewing, Kevin;

Ce: lcurcio@solutous.com;
Subject:RE: Follow-Up

Kevin,
Just wanted to let you know we are working through this one. | will be out of the office on travel through next Thursday,
and I've asked Jeff Morris, our OPPT Office Director, to follow up with you if we can get it sorted out quickly.

Regards,
Nancy

Nancy B. Beck, Ph.D., DABT

Deputy Assistant Administrator, OCSPP
P: 202-564-1273

Ex. 6
beck.nancy@epa.gov

From: Ewing, Kevin [mailto:kevin.ewing@bracewell.com]

Sent: Wednes day, October 4, 2017 8:59 PM

To: Beck, Nancy <BECK.NANCY@EPA.GOV< a="">></BECK.NANCY@EPA.GOV<>
Cc: Icurcio@solutous.com

Subject: Follow-Up

Nancy,
Following up on the matter we discussed, a few points of orientation:

e SNUN filed January 2017 for use solely in closed systems.
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Since January, we have responded to several rounds of questions from Staff, mainly premised on exposure concerns
that appear inconsistent with closed system use.

Staff recently provided two options:
o Option 1: Consent order followed by SNUR; the CO would require minimal PPE and conditions, given low
exposure concem; however, the CO also would require release testing for et further modeling by EPA of

potential exposure

o Option 2: SNUR only; same conditions as CO, except no testing required

We are advised that the Option 1 CO could be available quickly, but Option 2 could take many months.

We would like to understand:
o The likely timetable for Option 2 SNUR.

o The basis for requiring testing in Option 1 when there is minimal exposure concern and the agency is prepared
to make a finding under Option 2, without further testing or analysis, of not likely to present unreasonable
risk.

Thank you.
Regards,

Kevin

KEVIN EWING
Partner
kevin.ewing@bracewell.com

Ex. 6

BRACEWELL LLP
20071 0 Street MW, Suite 900 [Washington, [, 120036-3310
bracewell.comiprofile [download v-card

CONFIDENTIALITY STATEMENT

This message is sent by a law firm and may contain information that is privileged or confidential. If you
received this transmission in error, please notify the sender by reply e-mail and delete the message and any
attachments.
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Message

From: Krenik, Edward [edward.krenik@bracewell.com]
Sent: 9/13/2017 12:13:28 PM
To: Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancyl; Gunasekara, Mandy
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=53d1a3caa8bb4ebab8a2d28ca59b6f45-Gunasekara,]

Subject: Re: Consumer Product Safety Commission -- Organohalogens

Yup they are. I will have her reach out. I think she is just looking for a statement about what EPA is doing and
if you all are occupping the field. She feels it's not in CPSC's jurisdiction. However she is trapped because the
Dems still control the Commission until October. We don't want another CHAP as in phalates.

Ed

Sent from my Venzon, Sansung Galay smariphone

EDWARD KRENIK

Partner

edward kreniki@policyres.com

T +1.202. 828 5877 | F: +1.800.404.3970

BRACEWELL LLP
2007 M Street MW, Sulte 900 | Washington, D.C | 20036-3310
policyras.com | profife | download v-card

CONFIDENTIALITY STATEMENT

This message is sent by a law firm and may contain information that is privileged or confidentiall If vou received
this transmission in error, please notify the sender by reply -mail and delete the message and any
attachments,

-------- Original message --------

From: "Beck, Nancy" <Beck.Nancy@epa.gov>

Date: 9/13/17 8:03 AM (GMT-05:00)

To: "Krenik, Edward" <edward krenik@bracewell.com>, "Gunasekara, Mandy"
<Gunasekara. Mandy(@epa.gov>

Subject: RE: Consumer Product Safety Commission -- Organohalogens

Ed,
Are these flame retardants? If so, it would indeed be my office. She can contact me or our OPPT Office Director Jeff
Morris. It's a bit late to start coordinating for a meeting tomorrow, but perhaps some of the staff have been in touch.

We can try to assist.

Nancy
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Nancy B. Beck, Ph.D., DABT

Deputy Assistant Administrator, OCSPP
P: 202-564-1273

i EX. 6 i

beck. nancy@epa.goyv

From: Krenik, Edward [mailto:edward.krenik@bracewell.com]

Sent: Tuesday, September 12, 2017 3:27 PM

To: Gunasekara, Mandy <Gunasekara.Mandy@epa.gov>; Beck, Nancy <Beck.Nancy@epa.gov>
Subject: RE: Consumer Product Safety Commission -- Organohalogens

Yas, | belisve itis. Nancy if you have second to chat i am happy to do it. | am trying to help Chairman Buerkle from the
CPSC out on this. | really don't have dog in this fight.

Ed

EDWARD KRENIK

Partner

edward brenik@policyres.com
To+1.202.828.5877 | Fr +1.800.404.3970

BRACEWELL LLP
2001 M Street NW, Sulte 800 | Washington, D0 | 20036-3310
policyres.com | profife | download v-card

CONFIDENTIALITY STATEMENT
This message is sent by a law firm and may contain information that is privileged or confidential. i vou received

this transmission in errer, pleass notify the sender by reply e-mail and delete the message and any
attachments,

From: Gunasekara, Mandy [mailto:Gunasekara.Mandy@epa.gov]
Sent: Tuesday, September 12, 2017 12:40 PM

To: Krenik, Edward; Beck, Nancy

Subject: RE: Consumer Product Safety Commission -- Organohalogens

Hi Ed,

Great to hear from you and thank you for highlighting this issue. | believe it’s more of a OCSPP issue so will defer to
Nancy on any next steps. Please let me know if | can help.

Best,

Mandy

From: Krenik, Edward [mailto:edward.krenik@bkracewell.com]

Sent: Tuesday, September 12, 2017 10:22 AM

To: Gunasekara, Mandy <Gunasekara.Mandy@epa.gov>; Beck, Nancy <Beck.Nancy@epa.gov>
Subject: Consumer Product Safety Commission -- Organohalogens

Hi Nancy and Mandy,
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I hope you are both well. Mandy, Chairman Buerkle called to tell me that she wanted to reach out to someone at EPA
regarding Organohalogens. As you may know the CPSC was petition by the consumer groups to take action on

them. There is a public meeting on Thursday and she was hoping that EPA could say something about the agency’s
action on this class of chemicals as she believes that yet again this is in your jurisdiction and not CPSCs.

| wanted to give you a heads up. Happy to discuss further if you want to give me a call.

Thanks,

EDWARD KREMIK

Partner

edward. krenik@policyres.com
T:+L.202.828.5877 | F +1L.B00.404.35970

POLICY RESOLUTION GROUP | BRACEWELL LLP
20070 8 Street NW, Suite 800G | Washington, D.C | 20038-3310
policyres.com | profife | downlead v-card

CONFIDENTIALITY STATEMENT

This message is sent by a law firm and may contain information that is privileged or confidential. if you received
this transmission in error, please notify the sender by reply e-mall and delete the message and any
attachments,
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Message

From: luberg, Daland (DR) [DRIuberg@dow.com]
Sent: 10/10/2017 2:28:28 PM
To: Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]
Subject: FW:IPSA

FY1-onanewrole lam taking on.

From: Juberg, Daland (DR)

Sent: Tuesday, October 10, 2017 10:01 AM

To: Dourson, Michael (doursoml) <doursoml@ucmail.uc.edu>
Cc: 'nancy.beck@epa.gov' <nancy.beck@epa.gov>

Subject: IPSA

Hi Mike — Have you made any more traction with the idea for au Institute of Predictive Safety Assessment? [
am going to move from leading the global human health assessment team to leading the Human Health Science
Policy at Dow/Dupont — new position — that I will create/design/roll-out — Part of this will be identifyving those
science inmitiatives where multiple stakeholders have an interest in shaping/moving forward — let me know
current status of this and let’s talk down the road on areas where EPA might have interest in moving the needle.

Daland
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Message

From: Ewing, Kevin [kevin.ewing@bracewell.com]

Sent: 10/6/2017 9:13:22 PM

To: Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]

CC: lcurcio@solutous.com

Subject: RE: Follow-Up

Tharnk you vary much, Nancy. Enjoy the weekend.
Kevin

From: Beck, Nancy [mailto:Beck.Nancy@epa.gov]
Sent: Friday, October 6, 2017 4:32 PM

To: Ewing, Kevin <kevin.ewing@bracewell.com>
Cc: lcurcio@solutous.com

Subject: RE: Follow-Up

Kevin,
Just wanted to let you know we are working through this one. | will be out of the office on travel through next Thursday,
and I've asked Jeff Morris, our OPPT Office Director, to follow up with you if we can get it sorted out quickly.

Regards,
Nancy

Nancy B. Beck, Ph.D., DABT
Deputy Assistant Administrator, OCSPP
P: 202-564-1273
i EX. 6 i
beck. nancy@epa.gov

From: Ewing, Kevin [mailto:kevin.ewing@bracewell.com]
Sent: Wednesday, October 4, 2017 8:59 PM

To: Beck, Nancy <Beck.Nancy@epa.gov>

Cc: lcurcio@solutous.com

Subject: Follow-Up

Nancy,
Following up on the matter we discussed, a few points of orientation:
e SNUN filed January 2017 for use solely in closed systems.

e Since January, we have responded to several rounds of questions from Staff, mainly premised on exposure concerns
that appear inconsistent with closed system use.

e Staff recently provided two options:
o Option 1: Consent order followed by SNUR; the CO would require minimal PPE and conditions, given low

exposure concern; however, the CO also would require release testing for yet further modeling by EPA of
potential exposure
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o Option 2: SNUR only; same conditions as CO, except no testing required
e We are advised that the Option 1 CO could be available quickly, but Option 2 could take many months.
e  We would like to understand:

o The likely timetable for Option 2 SNUR.

o The basis for requiring testing in Option 1 when there is minimal exposure concern and the agency is prepared
to make a finding under Option 2, without further testing or analysis, of not likely to present unreasonable
risk.

Thank vou.

Regards,

Kevin

KEVIN EWING

Pariner

kavin.ewing@bracewsll.com
Ex. 6

BRACEWELL LLP
20070 8 Street NW, Suite 800G | Washington, D.C | 20036-3310
bracewell.com | profile | download v-card

COMNFIDENTIALITY STATEMENT

This message is sert by a law firm and may contain information that is privileged or confidential, i yvou received
this transmission in ervor, pleass notify the sender by reply e-mail and delete the message and any
attachiments.
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Message

From: Jay Vroom [IVroom@croplifeamerica.org]
Sent: 9/18/2017 6:35:05 PM
To: Keigwin, Richard [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=151baabb6a2246a3a312f12a706c0a05-Richard P Keigwin Jr]; Beck, Nancy
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]

Subject: FW: Special Invite: 9/19 Food Evolution & SMART Farm Educational Seminar

Attachments: ATT00001.htm; Food Evolution SMART Farm reception.pdf; ATT00002.htm

Dear colleagues at EPA—

Maybe you've heard about the new film “Food Evolution”—and if you have some curiosity | wanted you to know that a
screening of the fitm will be tomorrow late afterncon/evening here in DC. The event is free to the public. The attached
flyer explains the details and how to sign up for free.

Feel free share it with your coworkers!

Thanks

Jay

Joy Vroom

President & CEQ
Croplife America

Ex. 6

Executive Assistant: Mary Jo Tomalewski {202.872.3848, mitomalewski@croplifeamerica.org)

From: Katie Foster [mailto:Kfoster@usfraonline.org]

Sent: Monday, September 18, 2017 1:40 PM

To: Jay Vroom <JVroom@croplifeamerica.org>

Cc: Randy Krotz <rkrotz@usfraonline.org>

Subject: Special Invite: 9/19 Food Evolution & SMART Farm Educational Seminar

Hi Jay,

Below is the invitation to tomorrow’s Food Evolution & SMART Farm Educational Seminar at
The U.S. Capitol. I have also attached the invite for your reference.

Thank you again for your help is sharing this exclusive event with your Directors and staff. Let
us know if there is anything else I can provide.

Best,
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Katie

5:00 p.m. SMART Farm Receptlion
6:00 p.m. Food Evolution Documentary
7:30 p.m. Panel Discussion

Food Evolution & SMART Farm Educational Seminar

U.S. Farmers & Ranchers Alliance (USFRA) invites you to an
important discussion with farmers, ranchers, agribusiness leaders
and the entertainment industry about today's polarized debate
marked by fear, distrust and confusion: the controversy surrounding
GMOs and our food.

Hear from an esteemed panel of experts about the tools and
technologies used in agriculture, which will help inform important
decisions on The Hill impacting rural America, including the 2018
Farm Bill. The panelists will discuss ways that agriculture can
continually improve in the areas of animal welfare, crop technology
and sustainability and ideate ways to inform consumers about how
we grow and raise food.

Also, join USFRA for a SMART Farm reception including 360-degree
videos showcasing a modern pig farm. In addition, the program
includes a showing of the Food Evolution documentary.

Click the invitation to RSVP or to fearn more.
Space is limited.
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Food Evolution & SMART Farm
Educational Seminar
Tuesday, September 19, 2017

%gsz ﬁsswi

LODATION:
$aited Biates ﬁﬁga:smi
Revoption: Gorugr
Documentary & Discussion ﬁﬂmwﬁzw«ﬁ ﬁ,szﬁ%ztmmm

Pheaser FEE: By

If you have any questions, please contact Jennifer Johnson
at jiochnson@usfraonline.org or call her at 636-449-5049,

We look forward to bringing everyone together.

Sincerely,
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Brad Greenway Randy P. Krotz
USFRA Chairman USFRA CEC

L5, Farmers and Ranchers Alliance,
16020 Swingley Ridge Rd, Ste. 300, Chesterfisld, MO 63017

Safelinsubscoribe™ kfoster®usiracniing.org

Aboul our service providsr

Sent by rkrotz@usiraoniine.org in collaboration with

Try it fres today
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tearn more about USFRA of www, FoodDigiogues.com
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Food Evolution 8§ SMART Farm
Educational Seminar
Tuesday, September 19, 2017
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Message

From: Jay Vroom [IVroom@croplifeamerica.org]

Sent: 9/8/2017 11:01:59 PM

To: Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]

Subject: RE: Invitation to CLA Annual Meeting -- September 22-27, 2017

Thanks for considering our annual meeting this year, Nancy—we’ll try to plan a bit more ahead with invites to future CLA
events. Have a great weekend.

Jay

Jay Vroom
President & CEQ
Croplife America

Ex. 6

Executive Assistant: Mary Jo Tomalewski {202.872.3848, mitomalewski@croplifeamerica.org

From: Beck, Nancy [mailto:Beck.Nancy@epa.gov]

Sent: Tuesday, September 5, 2017 5:57 PM

To: Jay Vroom <JVroom @croplifeamerica.org>

Subject: RE: Invitation to CLA Annual Meeting -- September 22-27, 2017

Jay,

Thanks for the offer, but | will need to decline this one. Between a trip to NY for the Jewish Holidays and also potential
hearing dates for Mike Dourson, its likely best if | plan to stay local that week. Of course my putting this in writing may
very well jinx any hope for an actual hearing for the EPA nominees—but you never know.

Please think of me for future meetings.
Regards,
Nancy

Nancy B. Beck, Ph.D., DABT
Deputy Assistant Administrator, OCSPP

Ex. 6

beck.nancy@epa.goy

From: Jay Vroom [mailto: NMroom@croplifeamerica.org]

Sent: Tuesday, August 29, 2017 11:54 AM

To: Beck, Nancy <Beck Mancyi@epa.gov>

Cc: Milhouse, Gloria <Milhouse. Glaria@epa.gov>; Marshall, Venus <parshall. Venus@ena. gov>; Mary Jo Tomalewski
<mitoriswski@cronlifeamerica.org>

Subject: Invitation to CLA Annual Meeting -- September 22-27, 2017

Dear Nancy,

Thanks for the time on the phone last Friday, and for scheduling the time to meet with us on September 8. We are
preparing our agenda and team for that meeting, and I'll follow up with more details later.
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All the topics we discussed last Friday are vitally important. 'm working on all those currently and we will definitely
have a chance to recap all of those and more when we meet on September 8.

In connection with my mention of our CropLife America Government Policy Weekend and Annual Meeting in southern
California at the end of September, this letter is to formally invite you to consider attending some or all of our meeting,
being held at the Ritz-Carlton Laguna Niguel, in Dana Point, CA. We would make every effort to insure a speaking
platform for you, to address and meet with key stakeholders. if your calendar is open and you can justify the trip, we
would appreciate your participation.

Attached please find the current program for your review. The Government Policy Weekend begins with a welcome
reception Friday night, September 22, and runs through Sunday morning, September 24. Our committees meet on
Sunday morning, and then our Board meets at lunch and through the afternoon on Sunday. That evening, the annual
meeting program kicks off with a welcome reception. We hold General Sessions on Monday and Tuesday mornings,
giving our membership plenty of time in the afternoons to hold networking and business meetings of their own.

The Annual Meeting ends with a gala reception and dinner on Tuesday night, September 26.

I know your schedule is busy, so | wanted to put this in from of you as a possible opportunity for you to have access to
the entirety of our membership at this critical time.

Please let me know if you need more information or have any questions. | hope you can join us!

Jay

fay Vroom

Fresident & CEO
Croplife America

1156 15th Street, NW
Suite 400

Washington, DC 20005

Ex. 6

Faw (202} 466-5832

Email vroom®@croplifeamerica.org _
Executive Assistant Mary Jo Tomalewski {mjtomalewski@croplifeamerica.org, 202.872.3848 c:e Ex. 6
Web www . croplifeamerica.org
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Message

From: Dudley Hoskins [Dudley@nasda.org]

Sent: 9/3/2017 2:36:02 PM

To: Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]

Subject: RE: Phone Call & NASDA Annual Meeting

Thanks so much Nancy. | know every week is packed on your end, and really appreciate your willingness to try to
connect briefly.

Dudley W. Hoskins e Public Policy Counsel e National Association of State Departments of Agriculture
4350 North Fairfax Drive Suite 910 Arlington, VA 22203 e (P) 202.296.9680 e | Ex. 6 | www.nasda.org

From: Beck, Nancy [mailto:Beck.Nancy@epa.gov]
Sent: Sunday, September 03, 2017 8:17 AM

To: Dudley Hoskins

Subject: RE: Phone Call & NASDA Annual Meeting

Hi Dudley,
The schedule is pretty packed next week but | will try to find a window to reach out. Best windows may be before 8:30
each day.

Regards,
Nancy

Nancy B. Beck, Ph.D., DABT
Deputy Assistant Administrator, OCSPP

Ex.6

beck.nancy@epa.poy

From: Dudley Hoskins [mailto:Dudley@nasda.org]
Sent: Friday, September 1, 2017 3:26 PM

To: Beck, Nancy <Beck.Nancy@epa.gov>

Subject: Phone Call & NASDA Annual Meeting

Hi Nancy,

| left you a voicemail a few minutes ago. Just wanted to see if you had a quick minute to touch base today, tomorrow or
anytime next week for a brief call on the upcoming NASDA Annual Meeting?

if so, my direct line Ex. 6

Many thanks and hope all is well on your end. - dudley

Dudley W. Hoskins e Public Policy Counsel e National Association of State Departments of Agriculture
4350 North Fairfax Drive Suite 910 Arlington, VA 22203 e (P) 202.296.9680 e Ex. 6 wWww.nasda.org

Sierra Club v. EPA 18cv3472 NDCA Tier 3/4 ED_002061_00041216-00001



Message

From: Beau Greenwood [BGreenwood@croplifeamerica.org]
Sent: 10/2/2017 9:52:43 PM
To: Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]
Subject: RE: CLA

Ex. 6

From: Beck, Nancy [mailto:Beck.Nancy@epa.gov]

Sent: Monday, October 2, 2017 5:44 PM

To: Beau Greenwood <BGreenwood@croplifeamerica.org>
Subject: RE: CLA

Beau,
What is your phone number?

Nancy B. Beck, Ph.D., DABT
Deputy Assistant Administrator, OCSPP

 Ex.6

beck nancy@apa.gov

From: Beau Greenwood [maitto BGreenwood @oronlifeamerica.orgl
Sent: Monday, October 2, 2017 4:47 PM

To: Beck, Nancy <Beck. Nancyi@epa.gov>

Subject: Re: CLA

Okay. Thanks.

On Oct 2, 2017, at 4:28 PM, Beck, Nancy <Beck Nancyiiepa gov> wrote:

After 5pm | hope.

Nancy B. Beck, Ph.D., DABT
Deputy Assistant Administrator, OCSPP

Ex. 6

beck nancy@apa.gov

From: Beau Greenwood [mailto: BGreenwond @oronlifeamerica.orgl
Sent: Monday, October 2, 2017 4:15 PM

To: Beck, Nancy <Beck. Nancyi@epa.gov>

Subject: CLA

Hi Nancy. Are you available to talk?

Beau.
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Message

From: Hott, John L [johnhott@eastman.com]
Sent: 10/6/2017 3:05:40 PM
To: Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]
Subject: REQUEST - short conversation

Hi, Nancy.

May we have a short call to discuss a new concern with our PMN?

| will make myself available at any time on my ceIIE Ex. 6
Thanks.

Best regards,
John

John L. Hott, Ph.D.

Director, Global Product Stewardship and Regulatory Affairs
Eastman Chemical Company

P.0. Box 431

Kingsport, TN 37662

Ex.6 |
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Message

From: Tatiana Letcheva [Tatianaletcheva@CPMA.Com]
Sent: 11/3/2017 8:07:24 PM
To: Bolen, Brittany [fo=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=31e872a691114372h5a6a88482a66e48-Bolen, Brit]; Beck, Nancy
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]

CC: Feeley, Drew (Robert) [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=abae82aa36dadd3383eael9a8efa683c-Feeley, Rob]; Kime, Robin
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7ef7b76087a6475b80fc984ac2dd4497-RKime]; David Wawer
[DavidWawer@CPMA.Com]; Robert Helminiak [helminiakr@socma.com]; Milhouse, Gloria
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0a424462e03c4a82ba83121d59d8b34d-Gmilhous]

Subject: CPMA Petition for Delisting of CAT from TRl Reporting

Attachments: CPMA Petition CAT 11.03.17.pdf

Dear all,

On behalf of the Color Pigments Manufacturers Association (CPMA), please find a copy of the amended petition to
remove C.I. Pigment Brown 24 (Chemical Abstracts Service Number 68186-90-3), also known as CAT, from the list of
chemicals subject to reporting under Section 313 of the Emergency Planning and Community Right-to-Know Act,
submitted to the EPA Administrator today.

We look forward to working with you and your colleagues in the review of this petition and would be glad to provide
further assistance during the process.

Best Regards,

Tatiana Letcheva, Manager

Color Pigments Manufacturers Association, Inc.
1400 Crystal Drive, Suite 630

Arlington VA 22202

Ex. 6

WWW.pigments.org

This message and any attachments may contain confidential information for the exclusive use of the recipient CPMA member. Any publication,
dissemination, distribution or copying of this information to any other organization or person that is not currently employed by a CPMA member company
is prohibited unless authorized by CPMA. if you have received this message in error, please notify CPMA immediately and delete this message and any
attachments from your system. Click here for full version of our copyright and distribution policy. All terms apply.
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Color Plgments o
Manufadiurers Assodiation

BEFORE THE UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

AMENDED PETITION OF THE COLOR PIGMENTS MANUFACTURERS ASSOCIATION, INC.

To Delete C.I. Pigment Brown 24 (Chemical Abstracts Service Number 68186-90-3)
from the List of Chemicals Subject to Reporting Under Section 313 of the Emergency
Planning and Community Right-to-Know Act

November 3, 2017

David J. Wawer

Executive Director

Color Pigments Manufacturers
Association, Inc.

1400 Crystal Drive, Suite 630

Arlington, Virginia 22202

(571) 348-5130

1400 Crystal Drive, Suite 630 » Washington, DC 22202 = USA
Phone: (571) 348-5130 « e-mail: epma@cpma.com
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L INTRODUCTION

Pursuant to Section 313(e)(1) of the Emergency Planning and Community Right-to-Know Act
("EPCRA”), 42 U.S.C. § 11023(e)(1), the Color Pigments Manufacturers Association, Inc. ("CPMA") hereby
petitions the Environmental Protection Agency ("EPA") to delete the complex inorganic color pigment,
Chromium Antimony Titanate, also known as Chrome Antimony Titanium Buff Rutile, C.l. Pigment Brown
24, Chemical Abstracts Service Number 68186-90-3, ("CAT" or "CATBR") from the list of chemicals subject
to reporting under Section 313. Section 313(e)(1) allows any person to petition the EPA to modify the list
of toxic chemicals for which Toxic Release Inventory ("TRI") reporting is required. As explained below, this
petition amends (and supersedes) a petition addressing CAT that was filed by CPMA in 1998, and to which
EPA never responded.

The CPMA is an industry trade association representing small, medium and large color pigments
manufacturing companies. In addition, the Association represents color pigments manufacturers that sell
pigments and certain colored products and suppliers of intermediates and other chemicals products that
serve color pigments manufacturers. The Association provides advocacy programs in support of the color
pigments industry on matters pertaining to the environment, health, safety issues and trade. Color pigments
are widely used in product compositions of all kinds, including paints, inks, plastics, glass, synthetic fibers,

ceramics, color cement products, textiles, cosmetics and artists’ colors.

A. Previous CPMA CAT Petitions

On June 27, 1989, CPMA, formerly known as the "Dry Color Manufacturers' Association”, submitted
a petition for removal of CATBR from the list of chemicals and compounds requiring reporting under
EPCRA, Section 313 (the "1989 Petition"). On January 8, 1990, EPA denied the 1989 Petition. 55 Fed.
Reg. 650. EPA indicated that the denial was based on the potential carcinogenicity of all Chromium
compounds and, as a result, the implication that CATBR may potentially be carcinogenic was sufficient to
deny the 1989 Petition. EPA stated that:

"The denial is based on the Agency's determination that CATBR is a potential carcinogen.
Based on evidence of the carcinogenicity of chromium and certain chromium compounds,

2
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the National Toxicology Program considers all chromium compounds to be potential

carcinogens. EPA believes that CATBR, a chromium compound, can be retained in the

lung and taken up by cells, therefore, EPA concludes that CATEBR can reasonably be

anticipated to cause cancer in humans via inhalation." 55 Fed. Reg. 652.

On November 20, 1998 CPMA submitted a second CAT Petition (the "1998 Petition"). The 1998
Petition contained information developed in studies sponsored by CPMA and additional data on CAT,
trivalent Chromium, environmental toxicity, the bioavailability of metal ions and human health developed
after EPA’s review of the 1989 Petition.

EPCRA Section 313(e)(1) requires that EPA initiate a rulemaking in response to Petitions for
additions or deletions from the TRI within 180 days of receipt. EPA’s semiannual regulatory agendas listed
the response to the 1998 Petition as a planned regulatory activity from 2001 to 2006.

EPA indicated in telephone calls through 2006 that EPA had unresolved concerns with the
bioavailability of trivalent Chromium. EPA never issued a final response to the 1998 Petition.

In order to maintain the option of supplementing the 1998 Petition under review at EPA, CPMA did
not insist on a final disposition. On May 22, 2007, in a letter to Daniel Bushman, Ph.D., the EPA coordinator,
CPMA requested that EPA suspend review of the 1998 Petition pending further assessment of available
data. CPMA submits the following update of the 1998 Petition (hereafter the "Amended Petition"). Because

no response to the 1998 Petition was ever published, this submission is still timely and must be considered

by EPA.

B. New Information Incorporated in the Amended Petition

Significant new data, which further substantiates the safety of CAT to humans and the environment,
has been developed and published by industry and various national and international agencies since 1998.
This Amended Petition incorporates the following new information:

- 1999, Food and Drug Administration regulation of CAT as a colorant for polymers in contact
with food. (https://www.fda.gov/ohrms/dockets/98fr/081699a.pdf)

- 1999, Canadian Soil Quality Guidelines for the Protection of Environmental and Human
Health. (http://ceqg-rcge.ccme.ca/downioad/en/262)
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- 2002, The Organization for Economic Cooperation and Development, Screening
Information Data Set (“SIDS”) Initial Assessment Report.
(http://www.inchem.org/documents/sids/sids/68186903.pdf)

- 2007, The EPA Framework for Metals Risk Assessment document.
(https://www.epa.gov/sites/production/files/2013-09/documents/metals-risk-assessment-

final.pdf)

- 2011, the REACH Dossier for CAT, incorporating the following studies completed since
1998 (https://echa.europa.eu/registration-dossier/-/registered-dossier/15427/1):

- 2000 OECD 202 (GLP) toxicity to Daphnia.

- 2000 OECD 201 (GLP) toxicity to algae and cyanobacteria.

- 2000 OECD 422 repeated dose study with reproductive and developmental toxicity
(GLP).

- 2001 in vitro cytogenicity study.

- 2006 elution study of the analog pigment Nickel Antimony and Titanium Yellow
Rutile (NAT) in artificial sweat.

- 2010 The Bomhard subchronic 90 day feeding exposure study in rats. Although
this study was described in the 1998 Petition, the REACH dossier incorporated the
Bombhard study to document distribution in vivo.

- 2017 Proposed Canadian Federal Environmental Quality Guidelines.
(http.//www.ec.gc.ca/ese-ees/6BF7BB79-F88E-4A2C-AA78-FF6CI9C812A94/Chromium_En.pdf)

- A current updated description of CAT properties and uses.

C. Standard of Review

EPCRA Section 313(c) established the initial list of toxic chemicals for which facilities that
manufacture, process, or otherwise use a listed toxic chemical in excess of specified threshold quantities
must file annual release reports. The reportable categories of "Chromium Compounds" and "Antimony
Compounds" include CAT.

EPCRA Section 313(d)(3) provides that a chemical may be deleted if the Administrator determines
that there is not sufficient evidence to establish any of the following health and environmental effects criteria
provided in EPCRA Section 313(d)(2):

(A) The chemical is known to cause or can reasonably be anticipated to cause significant

adverse acute human health effects at concentration levels that are reasonably likely to

exist beyond facility site boundaries as a result of continuous, or frequently recurring,
releases.
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B) The chemical is known to cause or can reasonably be anticipated to cause in humans -

0] Cancer or teratogenic effects, or
(ii) Serious or irreversible -
0] reproductive dysfunctions.
') neurological disorders.
1)) inheritable genetic mutations, or

(V) other chronic health effects.

© The chemical is known to cause or can reasonably be anticipated to cause, because of -
0] its toxicity,
(ii) its toxicity and persistence in the environment, or
(i) its toxicity and tendency to bioaccumulate in the
environment, or
(iv) a significant adverse effect on the environment of sufficient seriousness, in the

judgment of the Administrator, to warrant reporting under this section.

Pursuant to EPCRA Section 313(d)(2), this determination shall be based on tests, or appropriately
designed and conducted epidemiological or other population studies. This Amended Petition demonstrates
that CAT is a practically insoluble, inert substance that does not have any adverse health or environmental
effects.

In a May 23, 1991 notice providing guidance regarding EPCRA delisting petitions, EPA stated:

"EPA will not continue to make weight-of-evidence determinations on metal ion availability.
EPA will grant a petition to delist a member of a metal compound category only if the
Agency can determine with a high degree of certainty that the metal ion will not become
available at a level that can reasonably be anticipated to induce adverse effects." 56 Fed.
Reg. 23703.

The petitioner must additionally show that the metal ion of a compound will not become available.
The May 23, 1991 notice further states:

"There are a number of factors which must be considered in determining availability of the
metal ion. These factors are listed below:

- Hydrolysis at various pHs.

- Solubilization in the environment at various pHs

- Photolysis.

- Aerobic transformations - abiotic and biotic.

- Anaerobic transformations - abiotic and biotic.

- Biological transformation, ...

- Bioavailability of the ion when the compound is ingested.

- Bioavailability of the ion when the compound is inhaled.

- Bio-accumulation and subsequent food chain.
magnification” 56 Fed. Reg. 23703.
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This Amended Petition addresses the issues raised by EPA regarding the availability of metal ions
from CAT. In addition to addressing the requirements set forth at 56 Fed. Reg. 23703, we will emphasize
those deficiencies which were noted by EPA in the Notice of denial for the 1989 Petition at 55 Fed. Reg.

650.

il CHEMICAL AND PHYSICAL PROPERTIES OF CHROMIUM ANTIMONY TITANATE

Several trade names exist for CAT pigments.! However, all CAT pigments, regardless of trade
name, are represented by the one CAS Number 68186-20-3.

CAT is a Titanium (IV) oxide crystalline matrix of rutile formed by extremely high temperature
calcination with trivalent chromium (also "Cr HI" or "Chromium 11"} oxide and Antimony (or "Sb") (V) oxide.
As a result of the calcination, the Chromium ill ions and Antimony (V) ions are diffused into the rutile lattice
of the molecule, taking positions in the lattice by replacing the Titanium (or Ti) (IV) ions. They are chemically
bound and locked into this lattice as one crystalline compound upon cooling. The result is a crystalline
molecule composed of a rutile lattice containing all three elements of Chromium (lil), Antimony (V), and
Titanium (V) surrounded by oxygen ions which make up the rest of the crystal and thus impart the extremely
high stability commonly associated with these pigments.

Occasionally, other materials, called modifiers, containing one or more other elements, such as the
modifier "aluminum oxide", may be combined within the CAT molecule to produce special physical-chemical
characteristics, usually color.

As discussed below, we now know that these compounds are so stable that they can withstand

solid waste incineration without breakdown.

L Registration Evaluation and Authorization of Chemicals ("REACH") dossier for CAT and the
Organization for Economic Cooperation and Development, Screening Information Data Set
(“SIDS”) Initial Assessment Report.
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The structure of CAT, in a simplified representation:
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The basic chemical formula of CAT is (Ti,Cr,Sb)02. CAT exhibits outstanding chemical, heat and
light stability with extremely high resistance to light and weather. CAT remains insoluble in water, organic
acids, dilute alkalies, and most inorganic acids. In orderto perform the solubility study of constituent metals
from CAT, the testing laboratory working on behalf of a CPMA member needed to dissolve the compound.
After several attempts, the laboratory concluded:

"Tests to perform solubility studies on Chrome Antimony Titanate Buff Rutile were

unsuccessful. Attempts to solubilize the material in any solvent including boiling sulfuric

acid were unsuccessful to even perform calibration curves... " 2
An extraction study was completed using 95% and 8% ethanol. No Chrome or Titanium were detected at
the method detection limit of .04 and .06 parts per million respectively. Based upon the absence of Titanium
at a method detection limit of 10 parts per billion, the researchers concluded that the CAT under study had
a solubility of less than 20 parts per billion. 2

The REACH dossier provides an additional study for the analog substance Nickel Antimony

Titanate. The 7 day study reported the concentrations of Nickel, Antimony and Titanium extracted from

2 NPIRI, Raw Materials Data Handbook, Volume 4, 4-37 (prepared by the National Printing Ink
Research Institute), The Shepherd Color Company Laboratory Analysis, January 11, 1988 and
December 7, 1995. Mobay Corporation Letter and Data Attachments, November 21, 1988.
CPMA joint testing of CAT (1997).

3 Extraction study provided by a member company, March 2, 1995.
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artificial sweat and solutions of 1.0 pH and 8.5 pH. All results were reported at .0007 micrograms per
square centimeter or less for Titanium and .0001 micrograms per square centimeter or less for Nickel and
Antimony. 4

The REACH dossier for CAT provides a study summary which indicates that CAT exhibits a
measured meilting point at 2000 degrees centigrade. Based on measurements, the average particle size
for CAT exceeds .75 microns, well above the nanoscale of 0 to 100 nanometers. Given this particle size,

toxicological concerns involving nanoscale materials would not apply to CAT.

il USES OF CHROMIUM ANTIMONY TITANATE

The primary use for CAT is in color pigment applications for the coloration of plastics, high
temperature engineering resins, high performance industrial coatings, exterior paints, ceramic bodies,
porcelain enamels, and roofing granules.> The permanent light reflective properties of CAT in use make it
an important choice in energy saving roofing materials and exterior coatings. On August 16, 1999, in
response to a request from industry, CAT was also regulated by the Food and Drug Administration (“FDA")
as a colorant for polymers in contact with food. FDA concluded that:

“FDA has evaluated the data in the [food contact] petition and other relevant
material. Based on this information, the agency concludes that the proposed use
of the additive is safe, that the additive will achieve its intended technical effect,
and therefore, that the regulations in 21 CFR 178.3297 should be amended...” 64
Fed. Reg. 44407.

The FDA regulation cited above expanded the already broad uses of CAT in commerce by adding

new applications, including the most sensitive applications in contact with food.

4 REACH Dossier, Specific Investigations, study date 2006, GLP.
5 NPIRI, Raw Materials Handbook, Volume 4, 4-37.
8
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v. BASIS FOR DELISTING CAT

Due to the non-bioavailability of CAT and its extreme stability, it presents no acute or chronic health
hazard to humans or the environment. As explained below, the literature search reveals no evidence of
significant human or ecological toxicity resuiting from exposure to CAT. Thus, CAT does not satisfy any of

the criteria listed in the EPCRA Section 313(d)(2), and must be delisted.

A. Ecotoxicity of CAT

Studies conducted and assembled for the REACH dossier support strongly the safe use of CAT in
the environment. No mortality occurred at concentrations of 5,000 and 10,000 mg/L CAT in a 96 hour acute
toxicity study in fish (Leuciscus idus). ¢ No immobility at any dose group or in controls occurred in a short
term study of CAT in Daphnia. 7 A recent study of the aquatic toxicity of CAT to algae and cyanobateria

resulted in a no observed effect level greater than 100 mg/L. 8

B. Mammalian Toxicity Experimental Data

Laboratory testing demonstrates that CAT does not produce acute toxic effects as a result of
ingestion. In addition, studies conducted during the 1970's by the Bayer Institute of Toxicology, confirmed

the lack of acute toxicity (acute oral, skin, eye and mucus membrane) by studies on Male Wister-iI-Rats

6 REACH dossier Short Term Toxicity to Fish.

l REACH dossier Short Term Toxicity to Aquatic Invertebrates, GLP, OECD Guideline 202.

8 REACH dossier Toxicity to Aquatic Algae and Cyanobacteria, CECD Guideline 201, GLP.
9
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and white New Zealand Rabbits, using among other inorganic pigments, CAT. 101

Chromium is an essential trace element in the diet of higher animals and man. 2 '3 4 Chromium
occurs commonly in foods at levels of .03 to .5 PPM (mg/kg=ug\g=PPM), and has been reported as high
as 1.75 PPM (roughly 5 ug Cr. per ounce) in whole grain bread. ' The recommended Chromium intake
level for adults is 50 to 200 ug/day. Multivitamins and other dietary supplements have varying amounts of
Chromium. A typical multivitamin has 50 ug to 75 ug Cr per 1.3 gram caplet, which gives it a level of

approximately 38 PPM Chromium. '® Chromium picolinate dietary supplements contain Chromium at a

e Duke Laboratories, "Examination of Ferro Corporation Inorganic Pigment Samples for Rat
LD-50", July 8, 1977, p.1, See also Hita Research data below.

10 The Hita Research Laboratories, Chemical Bio-testing Center, Chemical Inspection and
Testing Institute, did a comprehensive review of a similar molecule, Nickel Antimony
Titanate (NAT), an analogous substance in a study titled "Pharmacological Studies of
Tipaque Titanium Yellow with regards to its Toxicity". This study included a comprehensive
feeding study of rats, as well as, environmental and epidemiological monitoring studies
involving dogs, cats, gold fish, killifish and germinating plant seeds. The study concluded
that: "In view of the results of the above experiments, we have drawn the following
conclusion and judgement. In the continuous experiment of oral administration of Titani
yellow to rats, observation was made on the growth curve of animals but no difference was
noticed between the dosed group and the control and growth was not inhibited by the
administration of the specimen. Administered rats indicated smooth growth showing no
evidence of toxicity.

No meaningful difference was observed between treated group and the control in regard
to the blood image, weight and volume of various internal organs. In the pathohistological
investigation, no pathologic change was observed in the internal organs of treated rats.
Titani yellow exercised no influence upon small fish nor did it inhibit the growth of plant
seed. It indicated no toxicity due to ionic action.”

1 Bayer, Institute of Toxicology, Acute Toxicity of Inorganic Pigments, 1972, 1977.

12 Toxicological Profile for Chromium, U.S. Department of Health & Human Services, 1991,
p. 5, Agency for Toxic Substances and Disease Registry.

13 Concepts and Models of Inorganic Chemistry, B. Douglas, D.H. McDaniel, J.J. Alexander,
2nd ed., 1983, p. 721, John Wiley & Sons, New York.

14 Advance Inorganic Chemistry, F.A. Cotton and G. Wilenon, 4th ed., 1980, p. 1310-1311,
1344, John Wiley & Sons, New York.

15 Toxicological Profile, footnote 12 above.

16 For example, see Superior Brand multivitamins.

10
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level of 200 ug per tablet. These oral supplements are designed to completely dissolve in the digestive
tract within 60 minutes, insuring that all of the Chromium is bioavailable. 7 However, only 2.8% of the
trivalent Chromium from Chromium picolinate supplements is estimated to be bioavailable. The oral
absorption of Chromium is poor, estimated at between .5 and 3%. '® Dietary Cr(lll) has also been shown
to decrease the insulin resistance in diabetics. 1

CAT has been shown to have 3 to 10 PPM of Cr(lll) available under simulated gastric digestion, a
level of Chromium well below that present in vitamins and dietary supplements. Therefore, CAT could not
exhibit acute toxicity due to available Cr(lil). This fact is borne out by numerous feeding studies discussed
below.

A Duke University Laboratories study on CAT revealed that CAT was relatively harmless by oral
ingestion, having an LD-50 Value in excess of 10,000 mg/Kg. 2° A subchronic oral toxicity analytical study
of the effect of CAT in the diet of rats at levels up to 10,000 PPM for three months failed to show any overt
signs, internally or externally, of reaction to the treatment. 2! This published, controlled study was also
used in the REACH dossier for Toxicokinetic analysis of CAT. 22 |t is clear from these studies and the low

level of available Cr(lil) from CAT that it does not pose a hazard via oral ingestion.

For example, see Chromium picolinate supplements.

18 Chromium in the Natural Environment, J.O. Nriagu and Nieboer, ed., 1988, p. 45, J. Wiley
& Sons, New York.

19 Linday, L.A., Med. Hypotheses, 1997, 49(1), 47-49.

20 See Note 4 above, Duke Laboratories, this test was suspended at 10,000 mg/Kg. The LD-

50 is not calculated from actual mortality.

21 Bomhard et.al, Subchronic Oral Toxicity and Analytical studies on Nickel Rutile Yellow
(NAT) and Chrome Rutile Yellow (CAT), Toxicity Letter, 1982, p.189.

22 REACH Dossier Toxicokinetics.
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C. Lack of Chronic Hazards From CAT

There is no indication that CAT produces a carcinogenic response or other chronic effects in either
humans or animals. A literature search found no evidence of chronic hazards attributable to exposure to
CAT. All available testing strongly indicates that CAT is toxicologically analogous to rutile Titanium dioxide
which is the principle component of the CAT molecule. 23

The Corning Hazleton Laboratories conducted an Ames test for CAT using approved GLP
protocols. The researchers found no mutagenic activity as a result of exposure to CAT. 24 The results of
these tests were completely negative.

A study was undertaken on CAT using EPA approved protocol for the Mouse Lymphoma Forward
Mutation Assay Procedure under GLP conditions. The protocol induces forward mutation at the thymidine
kinase locus in the mouse lymphoma celi line. 2> Again, no mutagenic activity could be discerned as a
result of exposure to CAT. The study results were completely negative. 26

The REACH dossier for CAT contains a summary of a recent Repeated Dose Study with
Reproductive and Developmental Toxicity Screening utilizing the OECD 422 protocol under GLP
conditions. At doses of 0, 250, 500 and 1000 milligrams per kilogram body weight, no effects occurred in
parental or offspring animals. The no observed adverse effect level was determined to be greater than
1000 milligrams per kilogram body weight per day. 27

While nearly all Cr(Vl) compounds show signs of carcinogenic/mutagenic activity, only some Cr(lil)

compounds do. A common model for Cr carcinogenicity suggest that accumulation of intracellular Cr(ill)

23 Ferin J., Cberdorster G., "Biological Effects and Toxicity Assessment of Titanium Dioxides:
Anatase and Rutile," Am. Ind. Hyg. Assoc. J. 46 (2):69-72 (1985). See also, Lee, K.P., et
al. reference 54 below.

2 Corning Hazleton Laboratory, report attached.

2 Corning Hazleton Laboratory, report attached.

26 Ibid.

2 REACH Dossier Toxicity to Reproduction and Developmental Toxicity/ Teratogenicity.
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induces mutation, which may ultimately lead to cancer. 2 According to this model, Cr(lil) must become
absorbed into the cell, where it can then enter the nucleus and bind to cellular DNA. Cr(lli) is believed to
complex with DNA proteins sites and alter their function, leading to mutation, cell transformations, and
possibly cancer.

In this scenario, Cr(lll) must do several things. Cr(ill) must be bicavailable, it must enter the cell, it
must accumulate within the cell and enter the nucleus of the cell and be available for binding to DNA
proteins once inside the nucleus. Intracellular bioavailability is thought to be the major determinant in
Chromium carcinogenesis. 2°

A study of Cr(lll) casts doubt on its ability to cause DNA damage at all in low concentrations. The
author states "there is considerable doubt that sublethal doses of trivalent Chromium can produce tissue
levels high enough to induce clastogenic damage in vivo." 3° The study further notes "...the virtual non-
toxicity of orally administered trivalent Chromium in any dose...", suggesting that dietary trivalent Chromium
in reasonable amounts does not exhibit a genotoxic risk. 3

Additionally, CAT has very low extractable Chromium which severely limits the amount of
bioavailable Chromium to the target cells. Since the bioavailable Chromium from CAT is Cr(lil), mobility
into target cells would be limited. The Cr(ill) ion and its complexes are generally excluded from cells. 32
Poor availability and cellular exclusion would prevent significant levels of intracellular Cr(lll) from
accumulating, thus eliminating the most important of the proposed cancer initiation steps.

In summary, CAT's chemical properties make it a poor potential carcinogen. [t has a maximum
bioavailable Cr (ili) level of 10 PPM (10 ug\g CAT), which is well below the 50 to 200ug caplet levels

observed in dietary supplements.

28 Chromium in the Natural Environment, J.O. Nriagu and E. Nieboer, ed., 1988, p.476, J. Wiley & Sons,
New York.
2 Ibid.
30 McCarty, M.F. Med. Hypotheses, 49(3), 263-269, (1997).
81 Ibid.
32 Chromium in the National Environment, p. 475.
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D. Carcinogenic/Chronic Toxicity Issues Regarding Antimony

The International Agency for Research on Cancer (JARC) has not classified Antimony or Antimony
compounds in general as to their carcinogenicity to humans. However, direct testing of CAT which contains
Antimony reveals an absence of carcinogenic behavior from these compounds. As discussed above, Ames
testing showed no evidence of carcinogenic activity in CAT. 33 In a Mouse Lymphoma forward mutation
assay, conducted using EPA approved protocols, CAT did not exhibit signs of cell line mutation. 34 This

direct testing of CAT pigment suggests that these products are not mutagens or carcinogens.

E. Ambient Workplace Exposure Potential

Approximately 493 workers at four manufacturing sites operated by members of CPMA were found
to have routine job assignments with potential exposure to CAT in the manufacture of complex inorganic
color pigments. The greatest potential exposure to CAT would occur at this small number of United States
Manufacturing sites.

The highest potential for exposure occurs during the dry pigment operations. These potential
exposure areas include the grinding, blending, crushing, milling and packaging of the pigments.

Manufacturers routinely monitor worker exposure in the plants manufacturing these pigments to

assure that the dust control methods are working efficiently.

F. Absence of Adverse Health Effects

CAT has been manufactured for many years, and, to our knowledge, no adverse health effects

have ever been reported from worker exposure to CAT pigment products in customer facilities.

33 Corning Hazleton Labs, Ames testing for CPMA, 1995.
3 Corning Hazleton Labs, mouse lymphoma testing for CPMA, 1995.
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G. Environmental Effects and Compound Dissociation

Oxidation of Cr{lll} from CAT in Soils

Past research has shown that Cr(lll) can be oxidized to Cr(VI) by oxidized Manganese species in
soils. This process is described in the following excerpt:

"...Bartlett and James (1979) discovered that rapid oxidation of a portion of Cr(lil)
salts or hydroxides added to almost any soil with pH above 5 took place readily,
provided that the soil sample was fresh and moist and directly from the field. They
showed that oxidized Manganese, present in most fresh moist field soil samples,
served as the electron link between the added Cr(lll) and oxygen of the
atmosphere. The amount of Cr(lll) oxidized to Cr(VIl) was proportional to the
Manganese reduced (and exchangeable) and also to the amount of Manganese
reducible by hydroguinone before adding Cr(ill). These findings were verified by
Amacher and Baker (1882). %

Bartlett and James used soluble (salts) or partially soluble (at pH = 5, hydroxides) Cr(lll) sources
for their study. They also made certain that the soil samples were kept moist. Soil samples only showed
evidence for the Cr(lll) to Cr(VI) transformation when the soil matrix was wet, strongly suggesting that water
is an integral component to the oxidative mechanism. 36

In moist samples, soluble Cr(ilf) compounds will certainly be dissolved to some extent. The
moisture would allow migration of soluble Cr(lll) species to the oxidized Manganese surfaces where the
redox reaction forming Cr(Vl) are alleged to occur. The presence of solubilized Cr(lil) ions and a solution
matrix for their migration appear key to the redox chemistry described. However, there are other factors
that must also be satisfied for the oxidation of Cr(lil) to occur in soils. In nature, the most stable forms of

Chromium are predominantly those of Cr(lll).3” Chromium is quite abundant in the Earth's crust, occurring

at 100 to 300 PPM in ambient soils. 3 The relative abundance of Cr(lll) and scarcity of Cr(VI) in the natural

35 Chromium in the Natural Environment, J.O. Nriagu and E. Nieboer, ed., 1988, p.273, J. Wiley & Sons,
New York.

36 Ibid, p. 337 [Chromium in the Natural Environment].

87 Toxicological Profile for Chromium, U.S. Department of Health and Human Services, 1991, p.9,

Agency for Toxic Substance and Disease Registry, see also Advanced Inorganic Chemistry F.A.
Cotton and G. Wilkenson, 4th ed., 1980, p. 1310-1311, 1344, John Wiley & Sons, New York.

8 Trace Elements in Soils, H. Albert and M. Pinta, 1977, pp. 13-17, Elsiver, New York. Citation taken
from Chronium in the Natural Environment, J.O. Nriagu and E. Nieboer, ed., 1988, pp. 336, J. Wiley
& Sons, New York.
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environment strongly suggests that the conditions favorable to the oxidation of Cr(lil) to Cr(Vl), or those
which preserve the higher oxidation state, Cr(Vl), cannot widely occur in nature.

In general, the oxidation of metal ions to higher valent oxo anions (such as Chromates) is
accomplished much more readily in basic solutions. 3 Published electrochemical data indicate that Cr(V1)
is slightly stable under basic conditions, but highly unstable under acidic condition. 4° 4! In acidic soils, the
presence of naturally occurring Fe(ll) and organic matter has been shown to reduce Cr(VI) to the more
stable Cr(lll) state. 42 The lower the pH, the greater the stability of the Cr(lli) state.

There are no literature references demonstrating that insoluble Cr(lll) compounds, such as CAT,
are subject to oxidation by oxidized Manganese (or "Mn") species in soils. The soluble Cr(lil) from CAT
would, however, be subject to oxidation in soils. CAT has a maximum solubility of 3 to 10 PPM as
demonstrated by repeated acid extractions. Under acidic conditions, the reduced state of Chromium is
more stable. Any Cr(lll) leached from CAT would likely remain as Cr(lll). Furthermore, 3 to 10 PPM of
soluble Cr(lll) is at the same level as that observed naturally in some soils. 43 Even if oxidation could occur
to an appreciable extent, Cr(VI) would not be expected to form at a level exceeding those that may naturally
occur due to ambient levels of (generally 100 to 300 PPM and in some cases as high as 4000 PPM) Cr(lil).
Under less acidic and basic conditions, CAT is virtually insoluble and oxidation of Cr(lll) from CAT would

not be expected due to its unavailability.

39 Concepts and Models of Inorganic Chemistry, B. Douglas, D.H. McDaniel, J.J. Alexander,
2nd ed., 1983, p. 638, John Wiley & Sons, New York.

40 Langes Handbook of Chemistry, J. Dean, ed., 12th ed., 1979, p. 6-8, McGraw-Hill, Inc.
New York.

4“1 Mancuso, Ind. Med. Surg., 1951, 20, pp. 393-407.

42 Rary, L.E., Rai, Dhanpat, "Chromate Reduction by Subsurface Soils Under Acidic

Conditions", Soil Sci. Soc. Am.J., 1991, 55(3), 676-683 (Abstract attached).

43 Bartlett, R. J. Background levels in Vermont soils, 1982, Vt. Agr. Exp. Sta. RR 29,
Burlington, Vermont. Citation taken from Chromium in the Natural Environment, J.O.
Nriagu and E. Nieboer, ed., 1988, pp. 336-337, J. Wiley & Sons, New York.
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Factors favoring the oxidation of Cr(lll) to Cr(VIl) in soils may occur, but do not do so in nature to
any great extent. Ambient soils contain substantial amounts of naturally occurring Chromium which would
be subject to such oxidation. CAT contains available Cr(lll) at concentrations similar to that of typical soils.
Factors favoring the extraction of available Cr(lil) from CAT (low pH) are those which inhibit oxidation to
Cr{Vl). The conclusion is that formation of Cr(VIl) via soil oxidation of Cr(lll) from CAT is unlikely to occur,
and if it did, would in the worst case yield roughly the same level of Cr(VI) as from naturally occurring Cr
sources.

These conclusions are reflected in the Canadian Soil Quality Guidelines for the Protection of the
Environmental and Human Health, 1999. 4 These guidelines establish soil criteria for total Chromium,
made up of primarily Cr (lll) at 64 to 87 milligrams per kilogram, while criteria for Cr (VI) is set at .4to0 1.4
milligrams per kilogram. 4

Environment Canada also recently published "Draft Federal Environmental Quality Guidelines for
Hexavalent Chromium". 46 These guidelines specify a Cr(VI) a value of .5 micrograms per liter as a goal

for freshwater in Canada. 4 This document also supports the discussion provided above stating, for

example:

"Chromium compounds bind tightly to soil and are not likely to migrate to
groundwater (Velma et al. 2009) In most soils, Chromium 1l is the
predominant form of chromium. The fate of chromium in soil is greatly
dependent upon its speciation and is a function of redox potential and the
pH..." 4

44 Canadian Soil Quality Guidelines for the Protection of the Environmental and Human
Heaith, 1999.

45 Ibid.

46 Draft Federal Environmental Quality Guidelines for Hexavalent Chromium, Fate, Behavior
and Partitioning in the Environment.

a7 ibid.

48 ibid, p. 3.

17

Sierra Club v. EPA 18cv3472 NDCA Tier 3/4 ED_002061_00041403-00017



1. Hydrolysis at Various pHs

CAT will not hydrolyze within a range of pHs from 1-10. CAT is not reactive with water. As
discussed below, these pigments are almost completely insoluble in all but the strongest acid solutions (pH
less than or equal to one). As a result, hydrolysis at various pHs is not possible. CAT is, in fact, almost

completely insoluble in water, organic acids, dilute alkalies, and most inorganic acids.*®

2. Solubilization in the Environment at Various pHs
The Availability of Cr{lil} from CAT

The Chromium in CAT is present in the + 3 valence state. Simple dissolution of CAT would
therefore be expected to yield some soluble Cr(lll). The level of Cr(lll) extractable from CAT has recently
been re-measured. 3° Under strongly acidic conditions (hydrochloric acid solution, pH = 1.15), the
extractable Cr(lll) is 3.1 PPM. Two subsequent extractions performed on the same sample using fresh
aliquot of hydrochloric acid yielded little or no additional solubilization of Cr(lll) (less than 2 PPM). This
indicates that a limited amount of Cr(lll) is subject to dissolution, and once removed, there is little or no

further leaching of Cr(lil) from CAT.

a. Expected Test Results

Extractions performed using higher pH solutions (pH = 5 and pH = 10) yielded extractable Cr(lil) of
less than 1 PPM in the initial extracts in both instances. Subsequent extractions on the same samples
yielded no detectable Cr(lll). As in the case of the acid extractions, CAT is virtually impervious to Cr(lil)

removal once it has been subject to extraction.

49 NPIRI, Raw Materials Data Handbook, Volume 4, 4-37 (prepared by the National Printing
Ink Research Institute), The Shepherd Color Company Laboratory Analysis, January 11,
1988 and December 7, 1995. Mobay Corporation Letter and Data Attachments, November
21, 1988. CPMA joint testing of CAT. See also extraction study provided by member
company, March 2, 1995.

50 Shepherd Color Company analytical report, December 7, 1995.
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Therefore, only under severely acidic conditions is any Cr(lll) extractable from CAT. Between pH

values of 5to 10, CAT is, for all practical purposes, insoluble.

b. Ambient Cr{lll} Levels

The level of extractable Cr(lll) observed in CAT is on the order of that observed in some soils.
Vermont soils are reported to yield 0.4 to 3.7 PPM extractable Chromium in 1 M hydrochloric acid. 3! The
nominal concentration of total Chromium in soils usually ranges from 100 to 300 PPM, but may vary from
as low as traces up to 4,000 PPM. 52 Of the total, generally 0.01 to 1.0% is available by extraction. 33

In the case of CAT, which typically contains (40,000 PPM) 4% Chromium by weight total, the
maximum observed extractable Cr(lll) is 10 PPM. Thus, CAT contains .00001g extractable Cr per 0.04g
total Chromium, which means CAT contains only 0.025% extractable Chromium. For typical soils, 0.025%
is the lowest percentage of extractable Cr reported.

CAT contains at least 10 times more total Chromium than the highest Cr bearing soils, which have
4,000 PPM or 0.4% total Chromium. Yet CAT still exhibits an extractable Chromium concentration
comparable to the more leech resistant soils at 0.025%.

The conclusions are that 1) CAT is no more likely to provide soluble Chromium to the environment
than ambient soils, 2) CAT would yield soluble Cr(lil) only under very acidic conditions, and none at all in
environments where the pH is greater than 5, and 3) the level of Cr(lll) that is extractable from CAT is equal
to that observed in ambient soils.

Regulation of CAT as an environment hazard based on its potential to release of Cr(lil) to the
environment is inappropriate. Evidence shows that CAT is not a potentially significant source of Cr(lil), and

therefore will not threaten the environment on that account.

51 Bartlett, R. J. Background levels in Vermont soils, 1982, Vt. Agr. Exp. Sta. RR 29, Burlington,
Vermont. Citation taken from Chromium in the Natural Environment, J.O. Nriagu and E.
Nieboer, ed., 1988, pp. 336-337, J. Wiley & Sons, New York.

52 Ibid.
s Ibid.
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3. Photolysis

CAT is extremely light stable. This characteristic is, in fact, a primary benchmark of the value of
these color pigments. Without extreme stability to light over years, CAT would not have value as a color

pigment for high temperature plastics, coatings, ceramics and outdoor applications such as roofing tiles.

4. Expected Anaerobic, Aerobic, and Microorganism Transformations of CAT

During its formation, CAT is strongly heated in the presence of atmospheric oxygen. As a result, it
is not prone to further aerobic reactions. Anaerobic transformations of this pigment have not been observed.
However, such changes could, in theory, be generated in the laboratory using principals of solid state
chemistry. Metal oxide stability depends on the ambient temperature and oxygen partial pressure. 54
However, anaerobic decomposition (reduction) of metal oxides requires high temperatures (ca. 700 F or
higher), very low oxygen pressures (vacuum conditions, inert atmosphere blankets, or reducing
atmospheres), or a combination of the two. Such conditions are not reasonably expected to occur in the
terrestrial environment, and anaerobic transformations of CAT are not anticipated.

CAT pigment exists in a very stable rutile crystalline modification. Rutile is a naturally occurring
mineral in the terrestrial environment. The Chromium(lil) and Antimony (V) ions in CAT are dispersed
evenly throughout the rutile matrix, along with Ti(IV) ions. More than 85% of the metals ions in CAT are
Titanium, as it is composed of more than 80% TiO2 by weight.

Microorganisms have the ability to create localized environments which favor the dissolution of
metal compounds, even some metal oxides. Many organisms contain enzymes specifically designed for
complexation of certain dissolved metal ions. These enzymes efficiently sequester some solubilized metal

ions, which acts to drive the metal containing material to further dissolution. Generally speaking, the metal

54 Ainsworth, N. 1988 Dissertation, "Distribution and biological effects of Antimony in
contaminated grasslands”. Citation taken from Toxicological Profile for Antimony, U.S.
Department of Health & Human Services, Washington, D.C., 1992, p. 82, Agency for Toxic
Substances and Disease Registry. (Attached).
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ions are either transition metal or alkali/alkaline earths, which are used by living organisms for various
metabolic functions.

Even though CAT contains Chromium(ill), which can bind to metal selective enzymes, solubilization
of CAT by microorganisms is very unlikely. For the most part, CAT constitutes a form of chemically inert
Titanium dioxide. In order to dissolve the CAT rutile lattice, large amounts of Ti(IV) ions would need to be
solubilized along with the smaller number of Chromium(lil) and Antimony (V) ions. The crystalline lattice
cannot selectively yield one type of ion. In aqueous systems, dissolution of Titanium (IV) from Titanium
dioxide requires extremely acidic conditions. Acid concentrations greater than 1 molar (pH < 0) must be
employed. It is unlikely that microorganisms can create an environment acidic enough for this to occur.
Further, there are no known enzymes that will specifically bind to dissolved Titanium (IV). Without a
complexing enzyme for Titanium (IV), the equilibrium cannot shift in favor of dissolution, making
solubilization of Titanium ions more difficult. This is likely why, once the trace levels of Chromium (lll) have
been extracted from CAT, further extractions yield no more soluble Chromium. Titanium (V) ions in the
matrix are not prone to dissolution, and their presence inhibits solubilization of Chromium(lil) and Antimony
(V).  Anaerobic microorganisms would confront the same challenges with respect to Titanium (IV)
dissolution, and it is unlikely they woulid be able to solubilize CAT to any significant extent.

Titanium (IV) ions in CAT will act to inhibit solubilization of the pigments in the environment.
Therefore, significant dissolution of CAT due to microorganism attack will not occur. As a worst case,
Chromium (i) and Antimony (V) ions from the pigment's surface will be subject to dissolution. Levels of
dissolution would be expected to the extent reported in the extraction testing of CAT, approximately 10

PPM Chromium (llf) and 20 PPM Antimony (V).

H. Antimony Levels in the Environment

The level of Antimony in CAT (9% Antimony) is well above that observed in typical soils. However,
the Antimony in the pigments is tightly bound inside a mineral lattice. Antimony which is not extractable

appears to be inert in the environment.
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Tests were conducted on the Antimony levels in plants and animals around a smeilter contaminated
with surface Antimony deposits. 3 The Antimony uptake by plants was found to be minor compared to the
high background levels of Antimony in the soil. Further, the small amount of Antimony taken up by the
plants correlated with the levels of extractable Antimony in the soil. This suggests that Antimony which is
not extractable is also not bioavailable.

There is evidence to suggest that Antimony will not bioaccumulate in the food chain. Studies by
the EPA and others on fish and other aquatic organisms reveal low bioconcentration of Antimony. 56 Studies
of a contaminated smelter site reveal low bioconcentration of Antimony in small mammals which fed on
contaminated plants. This is further reinforced by a feeding study of rats performed with CAT.

A study of the blood and wool Antimony levels in sheep grazed on Antimony contaminated land
revealed that Antimony levels in the sheep were not elevated. 5 The study indicated that while Antimony
levels at the site were 7 to 30 times higher than typical background levels, the conclusion was drawn that
the Antimony was tightly bound in the soil and thus unavailabie to the sheep.

Wistar rats were fed up to 1% or 10,000,000 PPB (parts per billion) CAT in their diets for three
months. % Hematological, clinical, and biochemical tests were conducted at the end of the study. No
adverse effects on food consumption or body weight gain were observed during the testing. No mortalities

or overt signs of reaction to the treatment were observed.

55 Callahan, M.A., Slimak, M\W., Gabel, MW., et.al., Water-related environmental fate of 129
priority pollutants, U.S. Environmental Protection Agency, Washington, D.C., Office of Water
Planning and Standards, 1197, Vol. 1, EPA 440/4-79-029a, 5-1 to 5-8, Citation taken from
Toxicological Profile for Antimony, U.S. Department of Health & Human Services, Washington,
D.C., 1992, p. 82, Agency for Toxic Substances and Disease Registry. (Attached).

56 Ambient water quality criteria for Antimony, US Environmental Protection Agency, Washington,

D.C., Report prepared for the Office of Water Planning and Standards, 1980, EPA 440/5-80-0
and 440/5-90-0. Citation taken from Toxicological Profile for Antimony, U.S. Department of
Health and Human Services, Washington D.C., 1992, p. 82, Agency for Toxic Substances and
Disease Registry. (Attached).

7 Gebel, T., Kevekordes, S., Schaefer, J., von Platen, H., Dunkelberg, H., Mutation Research

368, 267-274 (1996).
58 Bomhard, E., Loser, E., Dornemann, A., Toxicology Letters, 1982, 14, 189-194.
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After this feeding study, Antimony was observed at a concentration of 27 PPB (ng\g=PPB) in the
rat's livers. Human livers are reported to contain a background level of 23 to 167 PPB Antimony. 5° €2 The
amount of Antimony in the rat's daily diet was large (900,000 PPB - Antimony), the time these animals were
fed the Antimony containing material was long (over 90 days), and the amount of Antimony observed in the
liver was small (only 27 PPB), which represents only 0.003% of the Antimony contained in a single day's
food). The liver is a major site of Antimony concentration in orally exposed animals. &

However, uptake and retention of Antimony by major organs such as the liver is highly dependent
on the chemical form and oxidation state of the Antimony compound. 62 Trivalent Antimony compounds
are in general more toxic than those containing Antimony(V). CAT contains Antimony in a chemically inert
form as Antimony(V).

The observed liver levels (27 PPB) noted in the animal experiment discussed above are at the
bottom range of those observed in unexposed human livers (23-167 PPB). 8 These observations suggest
that even in large, extended doses, CAT is not a significant source of bioavailable Antimony.

There is a group of studies which report that Antimony induced various degrees of stress and

toxicity in cultured cardiac myocytes. 8 Highly potent and toxic soluble Antimony compounds have been

5 Toxicological Profile for Antimony, U.S. Department of Health & Human Services, Washington,
D.C. 1992, pp. 34 and 35, Agency for Toxic Substances and Disease Registry.

60 Gurnani,N., Sharma, A., Talukder, G., The Nucleus, 37(1,2),71-96, (1994).

61 Fowler, B.A., Goering, P.L., University of Maryland School! of Medicine, in Met. Their Compd.
Environ., 1991, pp. 743-750, Merian & Ernest Eds., VCH, Weinheim, Federal Republic of
Germany.

62 ibid.

63 ibid.

64 M.A. Tirmenstein, et al., Antimony-induced Oxidative Stress and Toxicity in Cultured

Cardiac Myocytes, Toxicology and Applied Pharmacology, 130, pp.41-47, (1995), M.A.
Tirmenstein, et al., Antimony-induced Alterations in Homeostasis and adenine Nucleotide
Status In Cultured Cardiac Myocytes, Toxicology,119, pp.203-211, (1997), Toraason, M.
et al., Altered Caz* Mobilization During Excitation-Contraction in Cultured Cardiac
Myocytes Exposed to Antimony, Toxicology and Applied Pharmacology, 146, pp.104-115
(1997).
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used as medicines for the treatment of parasites for well over 50 years. In all cases, these studies involved
direct cell exposure to the highly soluble and toxic chemical, potassium Antimonyl tartrate. Potassium
Antimonyl tartrate is the most potent of the soluble toxic Antimony medicines compounds. There is no
evidence in these studies which shows that highly insoluble compounds such as CAT could provoke such
a toxic reaction. Additionally, there is no foreseeable means by which an individual could be exposed to
Antimony through an exposure to CAT that could create such a reaction. (See pages 8-10 above regarding

high dose feeding studies). These studies are not, therefore, relevant to a discussion of CAT.

. Environmental Stability in the Solid Waste Stream

CAT pigments are capable of withstanding the most severe of environments. Experiments
performed by BASF indicate that these compounds can be incinerated within plastic resin and will not be
volatilized or otherwise lost. % These experiments involved incineration of plastic resin samples colored
with CAT. % After incineration, the residuals were analyzed for CAT constituent elements. 8 Powder X-
ray analysis revealed no degradation of the rutile structure. 8 The results confirmed that littie or no loss of
CAT occurred in the incineration process. ©°

This stability is created in the manufacturing process. The mixed metal oxides are fused into a

single molecule during the manufacturing process at temperatures in excess of 1300 degrees centigrade.

70

65 Endriss, H. and Rade, D., "Metal Oxide Mixed Phase Pigments, Toxicological and
Ecological Aspects” translated from Kunstoffe German Plastics, 79, (1989) 7, additional
study of thermal decomposition provided by the author in private correspondence.

66 ibid.
&7 ibid.
68 Ibid.
69 {bid.
70 Faulkner, E.B. and Schwartz R.J. High Performance Pigments, Wiley-VCH GmbH &Co.

KgaA., Weinheim, 2009, p.44.
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J. Biological Transformation and Bioavailability In-Vivo

As a result of the extreme stability of CAT pigments, biological transformations are not anticipated
to occur. Additionally, CAT is not bioavailable in the lung and cannot be assumed to be absorbed by the
lung. As discussed above, CAT is not carcinogenic or mutanogenic and does not show any propensity
toward these characteristics. Therefore, even if CAT were not cleared as inert particles from the lung, no
absorption in-vivo would be anticipated within the macrophage cell. This position is strongly supported by
decades of use in thousands of work-places where no health effects from exposure to Antimony or trivalent
Chromium were found as a result of exposure to CAT pigments. CAT is likely to be processed through the
body in the same manner as its principal ingredient, rutile Titanium dioxide. Titanium dioxide has been
tested extensively and does not produce a tissue response by inhalation, other than as a bulk inert dust. 7

The uptake of CAT via phagocytosis would not be expected to lead to cancer initiation from
Chromium exposure, since intracellular dissolution must follow phagocytic accumulation for the toxicity to
be expressed. 72 The Cr(lll) in CAT is not bioavailable, will not undergo dissolution and will therefore not
lead to accumulation of Chromium inside cells. In general, it is stated that, "There is no corresponding
evidence that Cr(lll) compounds increase the risk of respiratory cancer....". 73 Further, "...attempts to identify
the specific causative agent(s) of Chromium-associated lung cancer by biostatical methods alone have
generally not been successful. The reasons for this include the fact that workplaces are often contaminated
with a variety of trivalent and hexavalent Chromium compounds resuiting in mixed exposures...". 74 Studies

such as those by Mancuso et al. attributing lung cancer to Cr(lll) compounds do not sufficiently address the

71 Lee K.P. et al. "Transmigration of Titanium Dioxide Particles in Rats After Inhalation
Exposure," Experimental and Molecular Pathology 42, 331-343 (1985).

72 Chromium in the Natural Environment, J.O. Nriagu and E. Niebor, ed., 1988, p. 476, J.
Wiley & Sons, New York.

73 Chromium in the Natural Environment, pp. 434 and 445.

7 Chromium and Chromium Compounds, IARC Monogr. Eval. Carcinog. Risk Chem. Man,
1988, 23, 205-323. Citation taken from Chromium in the Natural Environment, J.O. Nriagu
and E. Nieboer, ed., 1988, pp. 465-466, J. Wiley & Sons, New York. (Attached).
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possibility that Cr(VI) contamination is the responsible initiator. 7® 7 77 Mancuso's conclusion that
"carcinogenic potential extends to ali forms of Chromium" 78 is controversial. The International Agency for
Research on Cancer ("IARC") reviewed Mancuso's work and concluded that this generalized conclusion

was not justified by his data. 7°

K. The Availability of Antimony from CAT in the Environment Expected test results

The level of Antimony extractable from CAT has been measured.®’ Under strongly acidic conditions
(hydrochloric acid solution), pH=1.15) the extractable Antimony in CAT is 20 PPM. Extractions performed
using higher pH solutions (pH=7 and pH=10) yielded slightly less extractable Antimony in each case.

CAT is inert and its constituent elements are not readily bioavailable. CAT contains 12% or 120,000
PPM Antimony total. Extractable Antimony from CAT is only 20 PPM. Non-extractable Antimony in CAT
is therefore 119, 980 PPM or 99.98% of the total. The bulk of the Antimony in CAT remains tightly held in
the crystalline lattice and unavailable for migration into the environment.

The EPA has stated that the Antimony in Sb2Os (83.5% Sb), commonly used as a fire retardant in
plastics and in car batteries, is tightly bound into the material and that use of this material would not result

in significant consumer exposure to Antimony. 8 CAT contains much less Antimony, which is equally if not

7 Mancuso, T.F. Hueper, W.C., Ind. Med. Surg., 1951, 20 pp. 358-363.

76 Mancuso, Ind. Med Surg., 1951, 20, pp. 393-407.

7 Mancuso, T.F., Consideration of Chromium as an Industrial Carcinogen, Symp. Proc., Vol.
{ll, International Conference on Heavy Metals in the Environment, 1975, pp. 343-356.

8 ibid.

79 Chromium and Chromium Compounds, IARC Monogr. Eval. Carcinog. Risk Chem. Man,
1980, p. 23, 205-323. citation from Chromium in the Natural Environment, p. 465.

80 CPMA member's reports on extraction of CAT and NAT under various conditions, 1997.

81 US Environmental Protection Agency, 1983, Antimony metal, Antimony trioxide, and

Antimony sulfide response to the Interagency Testing Committee, Federal Register 48:
717-725. Citation taken from Toxicological Profile for Antimony, U.S. Department of Health
& Human Services, Washington, D.C., 1992, p. 93, Agency for Toxic Substances and
Disease Registry.
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more tightly bonded due to its more robust chemical make-up and extensive thermal history. 82 CAT will
likewise pose no hazard due to its contained Antimony when used in plastics, paints, coatings, and

ceramics.

L. Lack of Chronic Hazards from Antimony Used in CAT

Antimony compounds are in general not very toxic. They are not well absorbed and relatively well
excreted. They are used in medicines as emetics, and to treat a number of tropical diseases.83 Certain
Antimony compounds have also been shown to have utility in the fight against the AIDS virus. 84 IARC has
classified Antimony as being possibly carcinogenic to humans. 8 However, Leonard and Gerber note that
claims of carcinogenicity of Antimony compounds are based on the study of impure compounds
contaminated with other known carcinogens such as arsenic, so the claims may not be relevant. 8 Further,
Leonard and Gerber conclude that, "...from what we know already, one may be confident that Antimony
has a less mutagenic risk than many other metals, such as As, [hexavalent] Chromium, and Ni, among
others...it appears that mutagenic, carcinogenic and teratogenic risks of Antimony compounds, if they exist

at all, are not very important." 8

82 Fowler, B.A., Goering, P.L., University of Maryland School of Medicine, in Met. Their
Compd. Environ., 1991, pp. 743-750, Merian & Ernest Eds., VCH, Weinheim, Federal
Republic of Germany.

83 IRAC website, http://www .iarc.fr/, last updated March 19, 1998.
84 Fowler, B.A., Goering, P.L., 743-750, (1991).
85 IARC Monographs on the Evaluation of Carcinogenic Risks to Humans, Vol 47, Lyon,

France (1989).

86 Leonard A., Gerber G.B., Mutagenicity, Carcinogenicity and Teratogenicity of Antimony
Compounds, Mutation Research, 1996, Vol. 366, pp. 1-8.

87 Ibid.
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M. Bioaccumulation of CAT

CAT is an inert inorganic material which is not prone to dissolution. The USEPA has recognized
that the type and solubility of metal species in wastes are key factors influencing the metal's bioavailability
from the waste.®8 In addition to the solubility in water and mineral acids expressed above, CAT is insoluble
in octano! and will not be absorbed into the fatty tissues of animals.®® The Chromium(ill) and Antimony(V)
from CAT exists in a non-bioavailable form, and is not a source of these elements for plants and animais.
Feeding and exposure studies have shown no propensity for bioaccumulation of CAT, Chromium, or
Antimony in any of the tests. 0 No bioaccumulation of CAT pigment, or its constituent elements is thus

expected.

N. Insignificant Release and the Absence of Emission of CAT and CAT Pigments

Toxic chemical release reporting data generated under Sec. 313 of EPCRA indicates that CAT
does not adversely affect the environment. The total amount of CAT that was released from the four listed
manufacturers into the environment for the calendar year 1997 °' was approximately 34,111 pounds. Of
this amount, 32,519 pounds were discharged into landfills and 1,582 pounds were released in the air
through stacks, vents, ducts, pipes and other confined air streams, whose emission into the air are
controlled by baghouses of at least 99.5% efficiency. The toxic chemical reporting data demonstrates that
the amount of CAT released into the environment is not significant.

As discussed above, CAT exists as an inert insoluble solid which is incorporated into other

materials, such as paints and plastics. Being sequestered in a resinous or polymeric matrix, the

88 60 Fed. Reg. 66,344-66,363 (December 21, 1995).
89 Testing results for octanol solubility supplied by Shepherd Color Company.
0 See for example, Bomhard et al. pp.189-194.
o1 Prior to 1998 Petition.
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Chromium(lll) Antimony(V) with CAT is even less accessible and therefore less likely to impact the
environment. Consequently, the potential concentration of this substance in the air is minimal. It is
extremely unlikely that constituent ions would break free of the crystalline molecule and migrate through
plastics, ceramics, or other resin matrices to impact the environment. 2 The general population is not
directly exposed to this substance. Therefore, because of its inertness, insolubility and end-uses, CAT is

highly unlikely to migrate into the environment.

V. CONCLUSION

EPA has developed guidance and a framework for the assessment of metals which recommend
that metal compounds be differentiated, based upon the specific compounds present or the compounds in
commerce which could present an exposure. # This is Abecause metals can exist in a variety of chemical
and physical forms, and not all forms of a given metal are absorbed to the same extent.

The Office of the Science Advisor of the EPA studied the problems associated with risk
assessments of metals in a Risk Assessment Forum involving numerous experts. % |n its 2007 report,
entitled "Framework for Metals Risk Assessment" (the "Framework"), EPA provided a series of guiding

principles for all metal related risk assessments.

o2 As an example of the added stability created by encapsulation, see J.C. Gage, and Litchfield,

M.H., "The Migration of Lead from Paint Films in the Rat Gastro-Intestinal Tract", Journal of Oil
Col. Chem. Assoc. 52, 236-243, (1969) see also J.C. Gage, and Litchfield, M.H., "The Migration
of Lead From Polymers in the Rat Gastro-Intestinal Tract", Food and Cosmetics Toxicology, 6,
329-338, (1968).

% Guidance for Evaluating the Oral Bioavailability of Metals in Soils for Use in Human Health Risk
Assessment, EPA Publication Number OSWER 9285.7-8, 2007, p.1.

o4 Ibid.

o5 Framework for Metals Risk Assessment, Office of the Science Advisor, Risk Assessment

Forum, EPA Publication Number 120/R-07/001, March 2007.
o8 ibid.
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These principles incorporate a requirement that risk assessors identify and understand the specific

form of the metal or form of the compound containing the metal generating the subject exposure, stating:
"The absorption, distribution, transformation, and excretion of a metal within an
organism, depends on the metal, the form of the metal or metal compound, and
the organisms=s ability to regulate and/or store the metal." %7

it is therefore critical for any risk assessment of pigments containing metals to fully understand "the
metal, the form of the metal" ®@ and the ability of the target organism to absorb, regulate and store the
specific metal of concern.

CAT pigment does not yield an exposure to bioavailable metal and does not meet any of the health
and environmental effects criteria specified under Section 313(d)(2) of EPCRA. CAT is not acutely or
chronically toxic as demonstrated by extensive laboratory testing. New information, extensive literature
searches, and a review of the chemically analogous rutile Titanium dioxide indicate that there is no evidence
which demonstrates that exposure to CAT pigments is associated with any chronic hazard. Finally, CAT is
not hazardous to the environment and will not breakdown under the most aggressive environmental
conditions, including solid waste incineration.

For the foregoing reasons, the CPMA, on behalf of the manufacturers of CAT pigment, respectfully

request that EPA delete CAT from the list of toxic chemicals for which toxic chemical release reporting is

required.
Respectfully submitted,
David J. Wawer
Executive Director
o7 Ibid, p.xv.
9% Ibid.
99 Ibid.
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Message

From: Dale Moore [dalem@fb.org]
Sent: 8/31/2017 12:27:03 PM
To: Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]; Jay Vroom
. [IVroom@croplifeamerica.org]
Subject: Ex. 6 d

Nancy,

Dale

From: Beck, Nancy [mailto:Beck.Nancy@epa.gov]
Sent: Wednesday, August 30, 2017 9:01 PM

To: Jay Vroom
Cc: Dale Moore
i Ex. 6

Thank you Jay.

Nancy B. Beck, Ph.D., DABT
Deputy Assistant Administrator, OCSPP

Ex. 6

Beck Nancv{@epa.gov

On Aug 30, 2017, at 6:18 PM, Jay Vroom <JVroom({@croplifeamerica.org> wrote:

Nancy—

Per our conversation last Friday about potential candidates willing and capable and eager to
come to EPA to assist with FIFRA and other major agricultural issues—I share the Bio and

X.

Let me know what other questions in can help address.

Best,

Sierra Club v. EPA 18cv3472 NDCA Tier 3/4 ED_002061_00041550-00001



Jay

Jay Vroom

President & CEO
CropLife America
1156 15th Street, NW
Suite 400

Washington, DC 20005

Ex. 6

Vroom@croplifeamerica.org
www.croplifeamerica.org

Ex. 6
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Message

From: Liu, Andrew H [ANDREW.H.LIU@chemours.com]
Sent: 9/14/2017 1:32:47 AM
To: Beck, Nancy [/o=ExchangelLabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]
Subject: Greetings!

Sensitivity: Private

Hi Nancy,

Take care!

Andy

This communication is for use by the intended recipient and contains information that may be Privileged,
confidential or copyrighted under applicable law. If you are not the intended recipient, you are hereby formally
notified that any use, copying or distribution of this e-mail, in whole orin part, is strictly prohibited. Please notify
the sender by return e-mail and delete this e-mail from your system. Unless explicitly and conspicuously
designated as "E-Contract Intended”, this e-mail does not constitute a contract offer, a contract amendment, or
an acceptance of a contract offer. This e-mail does not constitute a consent to the use of sender's contact
information for direct marketing purposes or for transfers of data to third parties.

Francais Deutsch italiano Espanol Portugues Japanese Chinese Korean

https://www.chemours.com/Chemours_Home/en_US/email_disclaimer.html
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Message

From: Liu, Andrew H [ANDREW.H.LIU@chemours.com]
Sent: 9/20/2017 4:07:11 PM
To: Beck, Nancy [/o=ExchangelLabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]
Subject: RE: Greetings!

Sensitivity: Private

Will do!

From: Beck, Nancy [mailto:Beck.Nancy@epa.gov]
Sent: Wednesday, September 20, 2017 11:12 AM
To: Liu, Andrew H <ANDREW.H.LIU@chemours.com>
Subject: RE: Greetings!

Sensitivity: Private

I should be around. Just keep me posted as to when you are in town and we’ll see if it can work. A persons gotta eat!

Nancy B. Beck, Ph.D., DABT
Deputy Assistant Administrator, OCSPP

From: Liu, Andrew H [mailto: ANDREW. H.LIU®chemours.com|
Sent: Wednesday, September 20, 2017 10:09 AM

To: Beck, Nancy <Beck Nancv@ens.sov>

Subject: RE: Greetings!

Sensitivity: Private

Me too, Nancy. DC has so much more to offer than Wilmington.

What’s your schedule like between Thanksgiving and Christmas? [f too busy during the holiday season, perhaps we can
try January?

Andy

From: Beck, Nancy [mailto:Back Nancy@epa.gov]
Sent: Wednesday, September 20, 2017 10:04 AM

To: Liu, Andrew H <&RNDREW . H.LIL@chemours.com>
Subject: RE: Greetings!

Sensitivity: Private

Thanks Andy,
I haven’t heard much but | will check with our international group to see if this aligns with what they know.
You know I'm always up for a good meal!
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Nancy

Nancy B. Beck, Ph.D., DABT
Deputy Assistant Administrator, OCSPP

From: Liu, Andrew H [mailio: ANDREW. H L@ chemours.com]
Sent: Wednesday, September 20, 2017 9:52 AM

To: Beck, Nancy <Beck. Nancyi@epa.gov>

Subject: RE: Greetings!

Sensitivity: Private

Hi Nancy,

Hope your week is going well!

Here is what | have heard. Sorry if there’s redundant information you already know.

{ assume SAHTECH has been the people contacting you? As you know, they are a semi-governmental organization
(http:/ fwewwe sahtech.org/content/en/sahtech/About.aspx). Taiwan Environmental Protection Administration (EPA)

contract services from SAHTECH for technical support. Dr. Li is a key leader and the main outward-facing representative
for the organization. SAHTECH participates heavily in international meetings to represent Chinese Taipei.

 understand that SAHTECH has submitted a revised agenda to Taiwan EPA for approval before sending to you.

The main government sponsor is the Taiwan EPA Toxic Chemical Substance Bureau who has responsibility to implement
the Toxic Chemical and Substances Control Act (TCSCA), but the opening will likely be by someone on the ministerial
level. Thisisanimportant timing for Taiwan EPA because their New Chemicals program has started recently and their
existing chemicals program is drafted, but not finalized. They are no longer simply implementing their version of REACH,
like Korea. They are focusing their resources on the draft list of the initial 122 substances. And they are building
flexibility in the data generation/requirements.

[ am told that they are very interested in US EPA experience under TSCA and LCSA, such as changes, progress, status,
lessons, stakeholder input/expectations, challenges. | think they are also interested in past experiences, such as the
Work Plan.

My understanding is that you’ll be the keynote speaker, followed by representatives from EU, Korea and Vietnam. It
seems the second day will include additional words from you, followed by a panel discussion with Q/A, and an industry
section in the afternoon. There may be a change of location to the Taiwan EPA offices for discussion among the
regulators after the public forum.

Industry participation will be mostly by multinational companies, AMCHAM, and Taiwan Responsible Care Association.

I hope you don’t mind unsolicited info to provide a backdrop... | thought this was an interesting 2015 op-ed piece from
Brookings hitps:/fwww. brookings edu/oninionsfenvironmental-issuss-facing-taiwan/. Public outcry and politics
definitely come into play. Recently Taiwan EPA was trying to revamp their hazards classifications list reflect better
scientific understanding. My understanding media and grandstanding politician created public fervor that derailed the
effort, even though it made more sense. Just my interpretation of what | heard from multiple sources...
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To be balances, the concerns are not unfounded. Again, for backdrop: htips://business-humanrighiz.ors/en/workplace-
sxposure-to-toxic-chemicals-lawsuit-re-talwan

Hope this helps, Nancy.

Looking forward to seeing you in Taiwan. Maybe we can try one of the Restaurant Week places in DC, when we both
return to the US?

Take care!

Andy

This communication is for use by the intended recipient and contains information that may be Privileged,
confidential or copyrighted under applicable law. If you are not the intended recipient, you are hereby formally
notified that any use, copying or distribution of this e-mail, in whole orin part, is strictly prohibited. Please notify
the sender by return e-mail and delete this e-mail from your system. Unless explicitly and conspicuously
designated as "E-Contract Intended”, this e-mail does not constitute a contract offer, a contract amendment, or
an acceptance of a contract offer. This e-mail does not constitute a consent to the use of sender's contact
information for direct marketing purposes or for transfers of data to third parties.

Francais Deutsch italiano Espanol Portugues Japanese Chinese Korean

httos:/fwww . chemours.com/Chemours Home/len US/email disclaimer himd

This communication is for use by the intended recipient and contains information that may be Privileged,
confidential or copyrighted under applicable law. If you are not the intended recipient, you are hereby formally
notified that any use, copying or distribution of this e-mail, in whole orin part, is strictly prohibited. Please notify
the sender by return e-mail and delete this e-mail from your system. Unless explicitly and conspicuously
designated as "E-Contract Intended”, this e-mail does not constitute a contract offer, a contract amendment, or
an acceptance of a contract offer. This e-mail does not constitute a consent to the use of sender's contact
information for direct marketing purposes or for transfers of data to third parties.

Francais Deutsch Italiano Espanol Portugues Japanese Chinese Korean

https://www.chemours.com/Chemours_Home/en_US/email_disclaimer.html
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Message

From:
Sent:
To:

CcC:
Subject:

Flag:

Ewing, Kevin [kevin.ewing@bracewell.com]
10/4/2017 6:10:35 PM
Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]

lcurcio@solutous.com
RE: Request Concerning SNUN

Flag for follow up

conference in Larry.

Regards,
Kevin

From: Beck, Nancy [mailto:Beck.Nancy@epa.gov]
Sent: Wednesday, October 4, 2017 1:34 PM

To: Ewing, Kevin <kevin.ewing@bracewell.com>
Cc: lcurcio@solutous.com

Subject: RE: Request Concerning SNUN

| have meetings until 5:15 today but could speak afterwards.

Nancy B. Beck, Ph.D., DABT
Deputy Assistant Administrator, OCSPP

Ex. 6

heck.rnanoy@epa.gov

From: Ewing, Kevin [mailto:kevin.ewing@bracewell.com]
Sent: Wednesday, October 4, 2017 10:59 AM

To: Beck, Nancy <Beck.Nancy@epa.gov>

Cc: lcurcio@solutous.com

Subject: Request Concerning SNUN

Good morning, Nancy —
Dr. Larry Curcio and | just left a voice message for you concerning a protracted SNUN dialogue (going past nine months)
about which we would welcome your guidance. Staff have now provided us with two (frankly inconsistent) options, one
of which entails proceeding directly to a vanilla SNUR, which might be an acceptable resolution depending on the
timetable for the SNUR. We understand from EPA staff that it could be many months. We believe the record is fairly

straightforward and warrants consideration for expedited treatment under the circumstances.

Larry and | would be grateful for the chance to discuss the matter with you and receive your guidance. Both of us are

free this afternoon at any time after 2:15 pm Eastern. You can reach either of us at:

Ex. 6

(It may be easiest if you call my line, and then | can conference in Larry, but please feel free to call either of us.)

Thank you for your consideration.
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Respectfully,
Kevin

KEVIN EWING

Fartner

kavin.ewing@bracewsll.com
Ex. 6 :

BRACEWELL LLP
20071 0 Street MW, Suite 900 | Washington, D.C | 20036-3310
bracewellLcom | profile | download v-card

COMNFIDENTIALITY STATEMENT

This message is sert by a law firm and may contain information that is privileged or confidentiall if vou received
this transmission in ervor, pleass notify the sender by reply e-mail and delete the message and any
attachiments.
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Message

From: Bennett, Tate [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=1FA92542F7CA4D01973B18B2F11B9141-BENNETT, EL]

Sent: 10/2/2017 3:13:41 PM

To: Ethan Mathews [emathews@croplifeamerica.org]

CC: Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancyl; Lyons, Troy
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=15e4881c95044ab49c6c35a0f5eef67e-Lyons, Troy]

Subject: RE: PRIA question info

Thanks, we will be in touch with the committee on the best way to handle these questions. Qur position is the same as it
was the other week.

From: Ethan Mathews [mailto:emathews@croplifeamerica.org]
Sent: Monday, October 2, 2017 10:50 AM

To: Bennett, Tate <Bennett.Tate@epa.gov>

Subject: PRIA question info

Tate —

Below is information on PRIA which we expect to be asked of Dr. Dourson at the hearing on Wednesday 10/4. If you
have any guestions or need additional info please do not hesitate to reach out.

Ethan

PRIA/OPP Funding Question

The Pesticide Registration Improvement Act (PRIA) was first enacted in 2003 and established a fee schedule for pesticide
registration requests. It lists specific decision time periods for EPA to make a regulatory decision on pesticide registration
and tolerance actions submitted to the Agency. The goal of PRIA was to create a more predictable and effective
evaluation system for affected pesticide decisions and couple the collection of individual fees with specific decision
review periods. It also promoted shorter decision review periods for reduced-risk applications.

It has been tremendously successful, providing hundreds of millions of dollars in funding to EPA and providing product
developers with clarity on timelines for agency actions and facilitating investment in research and development of new
products. Importantly, it also has provided 51 million annually in worker protection and pesticide safety training, funded
by industry fees.

PRIA has been reauthorized twice since it was first enacted —in 2007 and 2012 — each time by unanimous consent. It
has been supported by large and small manufacturers of agricultural and non-agricultural products, antimicrobial
products, biotech companies, and biopesticides, as well as labor and environmental advocates. The current law expired
on September 30, 2017. HR 1029, the Pesticide Registration Enhancement Act, which would reauthorize these
authorities passed the House on March 20, 2017 and was reported by the Senate Agriculture Committee on June 29,
2017.

What would the impact be to worker protection programs if PRIA is not reauthorized?
Answer:
e The S1 million annually that goes to program funding for worker protection safety and training — largely in
cooperation with State Departments of Agriculture and Cooperative Extension Service -- would
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cease. Therefore those programs would either have to be funded with other EPA funds (difficuit in a time of
shrinking budgets), funded by our state partners, or terminated.

What would the impact be to EPA if PRIA is not reauthorized?
Answer:
e The loss of maintenance and registration fees would result in the elimination of 200 full-time-equivalent
positions in EPA’s Office of Pesticide Programs.

e The authority to collect product maintenance fees expires on 9/30/2017, resulting in an annual loss of resources
of $27.8 million. However, EPA’s obligation to conduct registration review continues. Without additional
resources, it will be impossible for EPA to comply with the 2022 review deadline.

e New registration applications submitted after 9/30/2017 have no completion deadlines. Companies will face
tremendous uncertainty about whether to make new R&D investment in new products.

Ethan Mathews

Director of Government Affairs
Croplife America
emathews@croplifeamerica.org

Ex. 6
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Message

From: Mary Jo Tomalewski [mjtomalewski@croplifeamerica.org]
Sent: 8/25/2017 2:36:21 PM
To: Milhouse, Gloria [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=0a424462e03c4a82bal3121d59d8b34d-Gmilhous]; Marshall, Venus
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dbd81a18f6ad447f90b8abbcb90fe9db-Venus Ashton]

CC: Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]

Subject: Meeting with Jay Vroom

Gloria and Venus,

Jay and Nancy spoke this morning, and they agreed to meet on Friday, September 8, since she isn’t able to meet with
our SOC on September 6 or 7. Nancy said she’s available in the morning after 10:00a, so please confirm with me that we
can schedule a meeting from 10:00a — 11:00a (preferably 11:30a) in your offices, on Friday, September 8.

Thank you!
MmJ

Mory do Tomueleveski

Executive Assistant 1o the President & CEQ
Croptife America

1156 15th Strest, NW

Suite 400

Washington, DC 200605

Ex. 6

Fau {202} 466-5832
Emall mimmalewski@oropiifeamerica.nrg
Web www.croplifeamerica.org

How can § serve you today?

LT Spring Regutater Conference — Aprll 6-7, Arlington, YA

2017 Annual Meeting - September 22-27, Dana Point, CA

2018 Winter Board of Directors Meesting — March 57, Washington, DC
2018 Annual Meeting ~ September 21-26, The Ritz-Carlton Amelia island

Sierra Club v. EPA 18cv3472 NDCA Tier 3/4 ED_002061_00042093-00001



Message

From: Liu, Andrew H [ANDREW.H.LIU@chemours.com]
Sent: 8/1/2017 1:44:02 AM
To: Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]
Subject: Aug 15, 16, 0r 17

Sensitivity: Private
Hi Nancy,

How have you been?

Ex. 6

| checked with SAHTECH. The Nov 9 forum sounds interesting, so | think | will return to Taiwan after going to Japan.

Would you have time for dinner on Aug 15, 16, or 17? If lunch is more convenient, would Aug 17 be a viable day? But |
suspect your days are packed and long, so maybe not so convenient in the middle of the day?

In any case, take care!
Andy

This communication is for use by the intended recipient and contains information that may be Privileged,
confidential or copyrighted under applicable law. If you are not the intended recipient, you are hereby formally
notified that any use, copying or distribution of this e-mail, in whole orin part, is strictly prohibited. Please notify
the sender by return e-mail and delete this e-mail from your system. Unless explicitly and conspicuously
designated as "E-Contract Intended”, this e-mail does not constitute a contract offer, a contract amendment, or
an acceptance of a contract offer. This e-mail does not constitute a consent to the use of sender's contact
information for direct marketing purposes or for transfers of data to third parties.

Francais Deutsch Italiano Espanol Portugues Japanese Chinese Korean

https://www.chemours.com/Chemours_Home/en_US/email_disclaimer.html
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Message

From: Jay Vroom [IVroom@croplifeamerica.org]
Sent: 8/30/2017 10:17:19 PM
To: Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]
CC: Dale Moore [dalem@fb.org]

Ex. 6

Nancy—

Per our conversation last Friday about potential candidates willing and capable and eager to come to EPA to assist with FIFRA

Ex. 6

Let me know what other questions in can help address.

Best,
Jay

Jay Vroom

President & CEO
Croplife America

1156 15th Street, NW
Suite 400

Washington, DC 20005

. Ex.6

Vroom@croplifeamerica.org
www.croplifeamerica.org
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Message

From: Krenik, Edward [edward.krenik@bracewell.com]
Sent: 9/12/2017 2:21:52 PM
To: Gunasekara, Mandy [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=53d1a3caa8bb4debab8a2d28ca59b6f45-Gunasekara,]; Beck, Nancy
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]

Subject: Consumer Product Safety Commission -- Organohalogens

Hi Nancy and Mandy,

I hope you are both well. Mandy, Chairman Buerkle called to tell me that she wanted to reach out to someone at EPA

regarding Organohalogens. As you may know the CPSC was petition by the consumer groups to take action on

them. There is a public meeting on Thursday and she was hoping that EPA could say something about the agency’s

action on this class of chemicals as she believes that yet again this is in your jurisdiction and not CPSCs.

| wanted to give you a heads up. Happy to discuss further if you want to give me a call.

Thanks,

Ed

EDWARD KRENIK

Partner
edward. krenik@nolicyres.com
Ex. 6 P +1.800.404.3970

POLICY RESOLUTION GROUP | BRACEWELL LLP
2001 M Street NW, Suite 900 | Washington, DO 1 20036-3310
nolicyres.com | profife | download v-card

COMNFIDENTIALITY STATEMENT

This message is sert by a law firm and may contain information that is privileged or confidential, if yvou received
this transmission in ervor, pleass notify the sender by reply e-mail and delete the message and any
attachiments.
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Message

From: Dudley Hoskins [Dudley@nasda.org]

Sent: 7/29/2017 7:52:18 PM

To: Keigwin, Richard [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=151baabb6a2246a3a312f12a706c0a05-Richard P Keigwin Jr]

CC: Bennett, Tate [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=1fa92542f7ca4d01973b18b2f11b9141-Bennett, El]; Nitsch, Chad
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d1d117eb89ff410fb6ccd21643b34447-CNitsch]; Beck, Nancy
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]

Subject: Re: State Dicamba Workgroup?

Thanks Rick.
Sent from my iPhone

On Jul 29, 2017, at 2:15 PM, Keigwin, Richard <kgigwin Richardiepa gov> wrote:

Certainly

Rick Keigwin

Acting Director, Office of Pesticide Programs
U.S. Environmental Protection Agency

Sent from my iPhone

On Jul 29, 2017, at 10:06 AM, Dudley Hoskins <Dudlevianasda. org> wrote:

Thanks Rick. Would it be possible to add me to those call notices going forward?

Please let me know if you want to talk through this at any point. Many thanks -
dudley

Sent from my iPhone

On Jul 29, 2017, at 9:50 AM, Keigwin, Richard <Keigwin Richardtdena sov>
wrote:

Dudley—

Thanks for your note. | wasn’t able to participate on yesterday’s call
with the state lead agencies and representatives from cooperative
extension, but | understand that it was a very useful discussion.

We have been having regular calls with the states, either collectively or
individually throughout this use season. We have found the calls to be
very productive, with everyone freely sharing information, which has
been extremely helpful. We would like to continue these calls on a
regular basis.

--Rick
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From: Dudley Hoskins [mailto: Dudley@nasda.org)

Sent: Friday, July 28, 2017 6:04 PM

To: Keigwin, Richard <Keigwin. Richard@epa.gov>; Bennett, Tate
<Bennett. Tate@epa.zov>

Cc: Nitsch, Chad <Nitsch.Chad@epa.gov>

Subject: State Dicamba Workgroup?

We had a few inquiries from some of our members asking if EPA
was pulling together an EPA-State Dicamba Workgroup.

I'have been on travel all week and behind on email by wanted to
reach out to see if this is something that is in the works?

Many thanks in advance for any insights you can share at this time.

Sent from my iPhone

Sierra Club v. EPA 18cv3472 NDCA Tier 3/4 ED_002061_00042208-00002



Message

From: Forsgren, Lee [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=A055D7329D5B470FBAA9920CE1B68A7D-FORSGREN, D]
Sent: 8/29/2017 8:09:27 PM

To: Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancy]
CC: Dudley Hoskins [Dudley@nasda.org]; David Daniels (david.daniels@agri.ohio.gov) [david.daniels@agri.ohio.gov];

Nitsch, Chad [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d1d117eb89ff410fb6ccd21643b34447-CNitsch]
Subject: Re: Ohio NPDES Inquiry

Thanks. Let me check on the the status and get back to you all.

Regards,
Lee

Sent from my iPhone

On Aug 29, 2017, at 4:06 PM, Beck, Nancy <Beck.Nancy@epa.gov> wrote:

Happy to assist. Also looping in Lee from our office of water which will have the lead here.

Regards,
Nancy

Nancy B. Beck, Ph.D., DABT
Deputy Assistant Administrator, OCSPP

Ex. 6

Beck.Nancy@epa.gov

On Aug 29, 2017, at 4:05 PM, Dudley Hoskins <Dudley@®nasda.org> wrote:

Hi Nancy,

Thanks so much for your time and update on the NASDA-EPA call, and thank you as well
for your willingness to connect with Director Daniels regarding his inquiry on NPDES
process.

Please let me know if | can assist further on any fronts at this time. - dudley

Dudley W. Hoskins e Public Policy Counsel e National Association of State Departments of
Agriculture
4350 North Fairfax Drive Suite 910 Arlington, VA 22203 e | Ex. 6 i

www.nasda.org
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Message

From: Ryan, Emily [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=243AF436AE7643278B0DA00B5113CFBA-RYAN, EMILY]
Sent: 8/2/2017 11:59:03 AM
To: Hopkins, Yvette [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8144c2f08de24390a9a3724cff13d95d-Yvette Hopkins]; Baris, Reuben
/o=Exchangelabs/ou=Exchange Administrative Group
FYDIBOHF23SPDLT)/cn=Recipients/cn=a0181e3f02a246fc915a4af026e249fc-Baris, Reuben]; Montague, Kathryn V.
/o=Exchangelabs/ou=Exchange Administrative Group
FYDIBOHF23SPDLT)/cn=Recipients/cn=c50d485150734f6e85059d64dd80a353-Kathryn V. Montague]; Kenny, Daniel
/o=Exchangelabs/ou=Exchange Administrative Group
FYDIBOHF23SPDLT)/cn=Recipients/cn=1be9bb592f144269bcd41dd3a6d8a6d4-Daniel C. Kenny]; Rowland, Grant
/o=Exchangelabs/ou=Exchange Administrative Group
FYDIBOHF23SPDLT)/cn=Recipients/cn=5b004bc79f1f40b0a181a584a8c64495-Rowland, Grant]; Rosenblatt, Daniel
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=aeedbdce1dd0473aab1628c69953f724-Daniel J. Rosenblatt]; Goodis,
Michael [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=50ed0b92dc4945b7a808fe8dbc9224f0-Michael Goodis]; Wormell, Lance
[fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5c663a89f6284984b150d0f1e98def60-Lance Wormell]; Keigwin, Richard
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=151baabb6a2246a3a312f12a706c0a05-Richard P Keigwin Jr]; Amy Bamber
[aapco.sfireg@gmail.com]; Giguere, Cary (Cary.Giguere@vermont.gov) [Cary.Giguere@vermont.gov];
tony.cofer@agi.alabama.gov [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=3e841b8efe42473892f0ch88204abf2b-tony.cofer@agi.alabama.gov];
tdrake@clemson.edu [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=00f12369721046aladedd60e6ed8b8d8-tdrake@clemson.edul; Paluch,
Gretchen [Gretchen.Paluch@lowaagriculture.gov]; Meadows, Sarah [/o=Exchangelabs/ou=Exchange Administrative
Group {FYDIBOHF23SPDLT)/cn=Recipients/cn=cd0al144a9164fa99adca52f94cal99a-Meadows, Sal; Strauss, Linda
[fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=301660ea0f7845769db2210317516451-Strauss, Linda]; Sisco, Debby
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=60c9307cb8564245b3171d5b7d09840d-Sisco, Deborah]; Berckes, Nicole
[/o=Exchangelabs/ou=Exchange Administrative Group
(
[
(
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FYDIBOHF23SPDLT)/cn=Recipients/cn=0207f3d4e45c4bc58de766034h9e68b1-Berckes, Nicole]; Miller, Wynne
/o=Exchangelabs/ou=Exchange Administrative Group
FYDIBOHF23SPDLT)/cn=Recipients/cn=8267862f7fead782aec32ea5fec8c19c-wymiller]; Chism, William
[fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=475879b16c294012a9449ddb69d5f7eb1-William Chism]; Ambrosino, Helene
[fo=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=1¢c33b39da2 1f4f5ca359c7f488f6a9d4-Ambrosino, Helenel; Trivedi, Adrienne
[fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ba9cc7e74d394a0b9a28b2c9aal8effc-Fortin, Adrienne]; Lott, Don
[fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=862ae36ee6d94d418c¢327a99ad005032-Dlott];
Sheryl.Kunickis@osec.usda.gov; Schroeder, Jill [Jill.Schroeder @ARS.USDA.GOV]; fcorey@micmac-nsn.gov
[fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=069a67b6e83043f0b49¢9133b2b69ebf-fcorey @micmac-nsn.gov]; Parrott,
Patricia [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ded4c6e617b2438eal2b8d4bf78c9197-Patricia Parrott]; Mosby, Jackie
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=50ced29f4daed40c4bfad138728233fel-Mosby, Jackie]

cc: OPP FEAD GISB [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=40975477227643d5a23631694a1f6aa7-OPP FEAD GISB]; Beck, Nancy
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancyl; Jakob, Avivah
[/o=Exchangelabs/ou=Exchange Administrative Group
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(FYDIBOHF23SPDLT)/cn=Recipients/cn=calaecd941984ff2939fe77425b0e2f3-Jakob, Avivah]; Bennett, Tate
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1fa92542f7¢ca4d01973b18b2f11b9141-Bennett, El]; Han, Kaythi
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b0ed887c7cb44d4e8e867d518f6e4c35-Kaythi Han]; Riggs, Rebecca
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=04145ae545394051ba6a9bb9735f6cbc-Rebecca Riggs]; Becker, Jonathan
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cc74340798e549a1b3e20bd8bcc233da-lonathan Becker]; Pease, Anita
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dbbef4b4951144499885d4cdf88d46d0-Anita Pease]; Wire, Cindy
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=3610785ba2cf483f84891ff26573d867-CWIRE]; Nitsch, Chad
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d1d117eb89ff410fb6ccd21643b34447-CNitsch]; Dudley Hoskins
[Dudley@nasda.org]; Cynthia Edwards [Cynthia.Edwards@aad.ar.gov]; Keller, Kaitlin
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d7a6b15adfd745c6adalcl21dec27ac4-Keller, Kail; Green, Jamie
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=87f3c708ab614c0ab8f4b553aac9bd0d-GREEN, JAMIE]

Subject: RE: Follow-up Call on Dicamba with AAPCO/SFIREG Ex. 6 !

Hi all,

I’'m writing on behalf of Yvette Hopkins, who is experiencing Outlook difficulties — but we want to confirm that the
meeting will be held from 2pm-4pm EST. Room TBD. We will send updates shortly. Thanks for your patience.

Emily

From: Hopkins, Yvette

Sent: Wednesday, August 02, 2017 7:24 AM

To: Baris, Reuben; Montague, Kathryn V.; Kenny, Daniel; Rowland, Grant; Rosenblatt, Daniel; Goodis, Michael; Wormeli,
Lance; Keigwin, Richard; Amy Bamber; Giguere, Cary (Cary.Giguere@vermont.gov); tony.cofer@agi.alabama.gov;
tdrake@clemson.edu; Paluch, Gretchen; Meadows, Sarah; Strauss, Linda; Sisco, Debby; Berckes, Nicole; Miller, Wynne;
Chism, William; Ambrosino, Helene; Trivedi, Adrienne; Lott, Don; Sheryl.Kunickis@osec.usda.gov; Schroeder, Jill;
fcorey@micmac-nsn.gov

Cc: OPP FEAD GISB; Beck, Nancy; Jakob, Avivah; Bennett, Tate; Ryan, Emily; Han, Kaythi; Riggs, Rebecca; Becker,
Jonathan; Pease, Anita; Wire, Cindy; Nitsch, Chad; Dudley Hoskins; Cynthia Edwards; Keller, Kaitlin; Green, Jamle
Subject: Follow-up Call on Dicamba with AAPCO/SFIREG! Ex. 6 ;
When: Wednesday, August 02, 2017 3:00 PM-3:30 PM (UTC-05:00) Eastern Time (US & Canada).

Where: DCRoomPYS7731E/Potomac-Yard-One
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Message

From: Scarano, Louis [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=298E8A818EB6426BB5731A202AB1AC17-SCARANO, LOUIS]

Sent: 8/11/2017 6:31:18 PM

To: MSMarty@dow.com [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=66e0906e830ed4dc2a76fa5272cf6f284-MSMarty @dow.com]; Deziel, Dennis
(DR) [DRDeziel@dow.com]; Beck, Nancy [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=168ecb5184ac44de95a913297f353745-Beck, Nancyl; Morris, leff
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=55c34872e6ead40cab78be910aec63321-Morris, Jeff]; Cleland-Hamnett,
Wendy [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b84439fcdf02426abd539d8bb6c9ef6f-Cleland-Hamnett, Wendy]

CC: Witt, Mike (M) [MEWitt@dow.com]; Boverhof, Darrell (R) [RBoverhof @dow.com}; DiMuro, Johnathan (J)
[IDiMuro@dow.com]; LaFore, Mike (M) [m.lafore@dowcorning.com}

Subject: RE: Marty Visit next Wednesday

Sue:

Thanks...sounds good. | have a 2-3 pm which | will try and duck out a little early from.
Anything you are willing to send me in advance would be useful.

See you next week!

Regards,

Louis (Gino) Scarano, PhD

Senior Science Advisor (Detail)

US EPA

Office of Chemical Safety and Pollution Prevention (OCSPP)
Office of Pollution Prevention and Toxics (OPPT)

Risk Assessment Division (RAD)

1200 Pennsylvania Ave, NW (Mail Code 7403M)
Washington, DC 20460

Desk Phone: 202-564-2851

Fax: 202-564-7450

Deliveries: Room 6208A, 1201 Constitution Ave., NW, Washington, DC 20460

From: Marty, Sue (S) [mailto:MSMarty@dow.com]

Sent: Friday, August 11, 2017 2:03 PM

To: Scarano, Louis <Scarano.Louis@epa.gov>; Deziel, Dennis (DR) <DRDeziel@dow.com>; Beck, Nancy
<Beck.Nancy@epa.gov>; Morris, Jeff <Morris.Jeff@epa.gov>; Cleland-Hamnett, Wendy <Cleland-
Hamnett.Wendy@epa.gov>

Cc: Witt, Mike (M) <MEWitt@dow.com>; Boverhof, Darrell (R) <RBoverhof @dow.com>; DiMuro, Johnathan (J)
<JDiMuro@dow.com>; LaFore, Mike (M) <m.lafore@dowcorning.com>

Subject: Marty Visit next Wednesday

Hi Dr. Scarano,
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| know that you will be out of the office on Monday and Tuesday next week, so, just to confirm, | will plan to arrive at the
EPA {address below) shortly before our mesting next week on Wednesday, August 16, at 3 PM. I view this as an
opportunity to give a brief overview of Dow's predictive tox program and then discuss possible ways that we can
collaborate to evaluate the potential utility of these approaches. If vou need any information from me in advance {e.g.,
a one pager, copies of slides, etc.}, please let me know. ook forward to meeting vou next week.

Kindest Regards,

Sue

SeeeMasty, Ph.D, DABT

TERC Science Director

Toxicology & Environmental Research and Consulting
The Dow Chemical Company

1803 Building

Midland, Mi_48674

Telephone: Ex. 6

FAX: {989) §38-9363

E-mail: mmarty@dow.com

From: Marty, Sue (S)

Sent: Friday, August 04, 2017 9:02 AM

To: 'Scarano, Louis'; Deziel, Dennis (DR); Beck, Nancy; Morris, Jeff; Cleland-Hamnett, Wendy
Cc: Witt, Mike (M); Boverhof, Darrell (R); DiMuro, Johnathan (J); LaFore, Mike (M)

Subject: RE: Thank you & Follow-up

Dr. Scarano,

Thank you for getting back to me with a positive response. | agree — Let’s sort out the details next week. {look forward
10 meeling you.

Sue

Swe-Marty, Ph.D, DABT.

TERC Science Director

Toxicology & Envirenmental Research and Consulting
The Dow Chemical Company

18303 Building

Midiand, Ml 48874

Telephone! Ex. 6

FAX: (089) 638-8863

E-mail: mmarty@dow.com

From: Scarano, Louis [ mailto:Scarano.Louis@epa.gov]

Sent: Friday, August 04, 2017 8:23 AM

To: Marty, Sue (S); Deziel, Dennis (DR); Beck, Nancy; Morris, Jeff; Cleland-Hamnett, Wendy
Cc: Witt, Mike (M); Boverhof, Darrell (R); DiMuro, Johnathan (J); LaFore, Mike (M)
Subject: RE: Thank you & Follow-up

Dr. Marty:

Sierra Club 